Chapter 1
Evidence-based Medicine
In his classic work, The Structure of Scientific Revolutions,
Thomas S. Kuhn introduced the concept of paradigm shifts: initially
quiet, yet eventually monumental changes which forever changed
the practice of a particular science. Pasteur, Lister, and Koch’s
discovery that microbes cause disease and Watson and Crick’s
determination of the structure of DNA radically and rapidly changed
our understanding of health and disease and our practice of
medicine.1 Evidence-based medicine could create this kind of
beneficial paradigm shift in health care today.
However, evidence-based medicine could also be co-opted
by the orthodox medical establishment and all the financial
influences that drive it. If only people working for special interests
understand the vocabulary and scientific foundation of evidencebased medicine and the system of getting products and services
approved by the orthodox medical establishment, we will continue
to be victims of special interests profiteering at our expense. For our
dysfunctional health care system to be reformed, the public must
understand the process that is supposed to determine which medical
products and services are covered by insurance and which are not.
It often happens that a doctor treats a patient for an illness
and the patient improves. But we cannot necessarily conclude that
the treatment caused the patient to get better. The illness may have
simply run its course or the patient may have changed his / her
lifestyle, causing the illness to be cured. Evidence-based medicine
researchers seek to understand what made the patient better—a
medical intervention, a lifestyle change, or something else.
According to Dr. John Eisenberg, former Director of the
Agency of Health Care Research and Quality, physicians are
beginning to question time-honored but unproven practices in

clinical medicine, in favor of seeking the most scientifically valid
evidence available. He defines the following aims of evidence-based
medicine for all parties involved, including patient, doctor, and
insurance provider:2
•

•

•

Demand high levels of evidence at all decisionmaking points. Whether the evaluation of a
treatment, or a decision to cover it, all
participants, including patients, must ask the
same basic question: what is the level of the
evidence?
Question the validity and applicability of the
evidence to the circumstances. What works in one
case may not be relevant to another.
Understand that the lack of evidence that a
treatment is effective is not equal to evidence that
it is ineffective. Just because the research has not
been done does not mean that a service or
treatment is not effective. Public and private
resources are needed to develop this missing
evidence.

One researcher said, “evidence-based medicine challenges
the medical profession by disputing what and how physicians
know.”3
The application of evidence-based medicine to clinical
practice has been slow for a number of reasons. It may take a long
time to assess the large volumes of scientific evidence concerning a
test or treatment. Once a definitive analysis of the medical evidence
has been done, it takes resources and time to educate physicians
about it. Finally, even when there exists clear scientific evidence
that a familiar, accepted test or treatment does not work, it
frequently proves hard to change an established practice. Doctors
get set in their ways like everyone else. Financial pressures of
special interests often become very influential.
One of the most important considerations in determining
whether a treatment works or not is the placebo response. An inert
or ineffective medicine given to a patient who believes that it will
work actually has a favorable response about 30% of the time.
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Factoring in Faith, the Placebo Effect,a and Emotional Stress
Sir William Osler, a revered Canadian physician in the late
19th and early 20th century, elegantly described the power of the
patient's faith in the healing process:
Faith in our drugs and methods is the great stock in
trade of the profession…. While we doctors often
overlook or are ignorant of our own faith cures, we
are just a wee bit too sensitive about those performed
outside our ranks…. Faith in the gods or saints cures
one, faith in little pills another, hypnotic suggestion a
third, faith in a plain common doctor a fourth…. The
faith with which we work...has its limitations...but
such as we find it, faith is the most precious
commodity without which we should be very badly
off.4
These words written in 1901 relate directly to evaluations of
treatments throughout this book. One of the main reasons that drug
studies and other therapeutic trials should be double-blinded where
possible (i.e., the patient and physician do not know whether the
placebo or the drug is being given) is the influence of faith in the
treatment by the patient and / or the physician.
A Beginner’s Guide to Medical Research Methods
To understand what works in medicine and what does not,
you need to understand the methods of medical science used in
research. Until the second half of the 20th century, doctors
determined what worked by observing their own patients or by
relying on the authority of recognized experts. The older medical
literature consisted largely of case reports and unscientific
observational studies.b Although we now understand the flaws of
a

Placebo effect: The influence of faith by the patient and / or caregivers or other
factors to cause a favorable response to an inactive medication or treatment
b
Observational studies: The observers compare groups that happen to receive
different treatments. Many studies before 1960 compared the results of new
treatments with the outcomes of previous patients in the medical literature (i.e.,
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these old research studies, we continue many ineffective clinical
practices based on outdated information from them.
Very rarely, an experimental treatment in one patient
revolutionizes an area of medicine. For example, prior to the advent
of penicillin, every person who developed an infected heart valve
(subacute endocarditis with streptococcal bacteria) died within
weeks. In the late 1940s when enough penicillin was available,
physician researchers experimented on a patient with an infected
heart valve, giving him 12 million units of penicillin intravenously
per day for six weeks. The patient lived! Based on this one case, this
regime of treatment became the standard of care for decades and
almost always worked. Now with increasing resistance to penicillin,
newer antibiotics are used.
For most conditions, however, numerous possible pitfalls in
conducting studies and interpreting results complicate the
assessment of the efficacy of tests and treatments. Instead of
discovering 100% cures for diseases like bacterial endocarditis that
previously had 100% mortality rates, researchers typically
investigate therapies that increase five-year survival by 10% – 20%,
possibly with the byproduct of unpleasant side effects—even lethal
complications—and high costs. The benefits have to be weighed
against the adverse effects and costs.
Statistics and probability only began to be applied to medical
science in the latter half of the 20th century. In 1946, investigators
conducted the first “randomized controlled clinical trial,” a
therapeutic trial in which a suitably large number of patients are
randomly assigned to treatment and control groups. Ideally,
therapists, patients, and researchers are “blinded” to which patients
receive the experimental treatment and which are assigned to the
control group that receives the previous standard treatment or takes
a placebo (inactive substance). Using carefully standardized
methods of measurement and analysis, researchers conducting
randomized controlled trials strive to prevent known or unknown
differences between the groups from confounding (biasing) the
historical controls). Other early trials reported the results of new treatments on
patient volunteers and contrasted the outcomes with results from patients who did
not receive the new treatment. In either case, the group receiving the treatment
may be younger, healthier, more motivated or otherwise more likely to get better
than the untreated group.
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results and interpretations of the studies. Although this provides the
“gold standard” for the determination of a cause-and-effect
relationship between a test or treatment and a beneficial result,
biases may still creep into the collection of data and the
interpretation of results from randomized trials.
Since the 1960s, the U.S. Food and Drug Administration
(FDA) has required drug companies to submit the results of
randomized controlled trials in order for their products to be
approved as effective and safe. Standard treatments that were
established before the 1960s were generally “grandfathered in,” or
approved without rigorous scientific testing based on historical
custom. Unfortunately, many of those old, accepted treatments do
not work. For example, we now know from the Women’s Health
Study that hormone replacement therapy (HRT) reduces LDL
cholesterol (a risk factor for heart attacks), however, HRT increases
the risk of heart attacks (see Chapter 19).5, 6
To achieve statistically significant results, randomized
controlled trials often require thousands of patients, multiple
investigators, and millions or tens of millions of dollars. The U.S.
Department of Health and Human Services and other government
agencies have funded and coordinated many such trials. However,
pharmaceutical companies, with vested interests in the results, fund
most randomized controlled trials. Typically, drug company
personnel design the trials in order to support their applications for
FDA approval of their drugs for specific diseases. They then award
research grants to clinical researchers from research universities or
private practice to conduct the trials.
Patients who agree to volunteer in randomized trials become
part of an experiment to test whether the drug is beneficial in
achieving a pre-specified “endpoint,” a specific outcome concerning
some aspect of the disease. Desirable clinical endpoints include
longer survival, less pain, and greater function. For instance, the
principle endpoints for the large randomized trials of patients with
coronary artery disease treated with coronary artery bypass grafting
were length of survival and amount of chest pain (Chapter 6).
Many randomized trials use a test result—rather than a
beneficial effect on a patient—as the endpoint. Examples include
evaluating whether drugs will lower blood cholesterol, reduce blood
pressure, or increase the density of bone seen on an x-ray. These
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blood tests, blood pressure determinations, and x-ray evaluations
serve as “surrogate endpoints” that are supposed to correlate with
clinical endpoints—reducing heart attacks, strokes, and bone
fractures. However, since drugs have complex and unpredictable
effects on people, medical researchers should use clinical endpoints
not surrogate endpoints to reach solid conclusions.
After hundreds or thousands of patients enter a study,
statisticians compare the experimental versus the standard treatment
groups according to the predetermined endpoints. The statisticians’
job is to determine if outcomes favoring the experimental drug or
the placebo might develop just by chance. Requiring a higher degree
of statistical significance, say a probability of less than one in 100,
would require many more patients in a clinical trial. A lower degree
of statistical significance, say one in 10, would allow more
worthless treatments to be considered safe and effective.
Researchers generally use an arbitrary but reasonable compromise
standard. For an experimental drug or treatment to be considered
“statistically significantly” better than standard therapy, the
outcomes of the trial have to favor the new drug or treatment such
that the probability is less than one out of 20 that it occurred by
chance. Researchers express this as a probability of less than 0.05,
or “P < 0.05.”
Here is a hypothetical example: To determine if taking a
vitamin supplement each day reduces the chance of dying of a heart
attack, 10,000 patients agree to participate in a randomized trial. The
randomization process results in 4,910 receiving a vitamin and 5,090
receiving a placebo. During the next five years, 235 vitamin-taking
patients die of heart attacks and 285 placebo-taking patients die of
heart attacks. Statisticians then plug these numbers into a
computerized statistical software program. They find that the
probability of these results occurring by chance would be about one
in 14 (P = 0.07). Consequently, the researchers report that, while the
people taking the vitamin supplement had fewer deaths than those
taking the placebo, the improved survival was not statistically
significant at the P < 0.05 level.
The methodology of randomized trials often gets
complicated, which sometimes causes the results to be subject to
bias. Furthermore, the interpretation of the results may be biased
depending on the prejudices and funding sources of the researchers.
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Mainstream media journalists and medical writers often overlook
the potential confounding variables (age, sex, degree of illness,
belief in the treatment, concurrent lifestyle changes) and other
details of randomized trials in favor of hyping the results as stated
by the researchers (especially favorable outcomes) and their
implications. More information about randomized clinical trials can
be found on the U.S. Government’s clinical trials website,
http://www.clinicaltrials.gov.
Currently, over 6,000 new therapies, including drugs,
procedures, and devices, are being tested in 80,000 locations in the
U.S.7, 8 However, the public has become increasingly suspicious of
clinical research trials, and, consequently, not enough people
volunteer to participate. In 2001, 86% of all clinical trials did not
meet enrollment goals.7, 8
Challenges to Evidence-based Medicine
Prior to the current era of evidence-based medicine,
physicians received guidance in ordering tests and instituting
treatments from their own personal clinical experience and from a
consensus of medical experts in each area of medicine. This
“consensus-based medicine” was subject to many kinds of biases
and influences from moneyed interests. However, it still remains
very influential in the day-to-day practice of medicine even in
instances where scientific evidence shows that a time-honored
consensus is invalid.
Clinical research itself is in trouble, in part because results
and conclusions from many medical trials have been twisted to suit
corporate interests rather than the public health. Comprehensive
health care reform must include changes in all aspects of medical
research—funding sources, patient safeguards, types of trials
conducted, and the selection of investigators to interpret the results.
This book presents many examples of financial special
interests distorting medical science at the expense of the public
interest. Once the medical profession and the public understand the
degree of the corruption of evidence-based medicine principles and
techniques by financial special interests and the deaths,
complications, and wasted resources that have resulted, we can have
an informed debate concerning what to do about it.
7
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Chapter 2
Evidence-based Medicine Corrupted
By Special Interest Money
The medical field has adopted many ineffective tests and
treatments through historical precedent from the era of consensusbased medicine. These medical interventions simply never had any
scientific evidence supporting them in the first place. While much of
medical research is valid and useful in saving lives and helping
people live better, most of the deaths and costs from ineffective
medical interventions discussed in this book are based on flawed
medical research designed and funded by special interests.
A study published in JAMA found that 87% of authors of
clinical guidelines involving drugs had received money from the
impacted pharmaceutical companies, including 58% as contracted
researchers and 38% as employees or consultants. The effects of
these conflicts of interests are widespread.1
How do ineffective tests and treatments become incorporated
into standard medical practice? In one way or another, it’s usually
due to the influence of money.
Medical Research Co-opted by Money
Government regulators, managed care bureaucrats, and
medical specialists all point to published research studies to justify
their decisions to fund or not fund health care tests and treatments.
Consequently, financial conflicts of interest have become a major
issue in interpreting the results of medical research.
A review of the financing of medical research published in
JAMA reported that the industry (pharmaceutical companies and
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other product and services providers) share of investment in U.S.
biomedical research increased from about 32% in 1980 to 62% in
2000. The government's role has correspondingly shrunk.2 The
authors found “strong and consistent evidence that industrysponsored research tends to draw pro-industry conclusions.
Financial relationships among industry, scientific investigators, and
academic institutions are widespread. Conflicts of interest arising
from these ties can influence biomedical research in important
ways.” The article also states, “Anecdotal reports suggest that
industry may alter, obstruct, or even stop publication of negative
studies.”2
Drug companies and other special interests pay handsomely
to get their research trials published in prestigious medical journals.
Increasingly, medical investigators do the bidding of industry (drug
companies and medical appliance manufacturers) that spends over
$66 billion per year for research studies.3 Ninety-six percent of
researchers of trials showing safety and effectiveness of drugs
receive money from the drug companies as consultants, paid
speakers, or investors.4
The same pharmaceutical companies spend roughly $15.7
billion annually marketing medications, with $4.8 billion targeting
individual physicians. In 2007, this will translate to $9,800 to
$18,000 per doctor.5, 6 Direct to consumer advertising, now
permitted under a Food and Drug Administration (FDA) regulatory
change in 1997, will cost about $4 billion in 2007.6, 7 Recognizing
the need to educate the public about the effectiveness of new tests
and treatments, Dr. Sidney Wolfe, Director of Public Citizen Health
Research Project, pinpointed the problem in a New England Journal
of Medicine editorial: “The education of patients—or physicians is
too important to be left to the pharmaceutical industry with its
pseudo-educational campaigns designed first and foremost to
promote drugs.”8
The profit-driven rather than patient-driven research,
strategic donations to politicians and non-profit organizations, and
marketing tactics have paid off handsomely. In 2002, the
pharmaceutical industry was the nation’s most profitable industry,
according to Fortune magazine. The top 10 multinational drug
companies posted revenues of over $217 billion and profits of
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almost $37 billion, a 17% return on revenues compared to the
Fortune 500 median of 3.1%.9
To finance their publications, peer-reviewed medical
journals depended on $400 million in 2001 from drug
advertisements paid for by pharmaceutical companies.10 At the same
time, these journals compete with each other to receive more article
submissions reporting research funded by the same drug companies.
The medical specialists who determine which articles to accept and
which to reject (“peer reviewers”) generally attain the status of
“expert” by having previously conducted drug-company-funded
research in the same area. Concerning the peer-reviewer system,
retiring chief editor of the prestigious BMJ (formally British
Medical Journal) said,
Peer review is still in the Dark Age with most
journals, and the BMJ has not progressed far. After
centuries of being unexamined, the sacred process of
peer review has been shown through research to be
slow, expensive, ineffective, a lottery, biased,
incapable of detecting fraud, and prone to abuse.
Evidence for its upside is sparse. Through our
collective failure of imagination it is still, however,
the least worst system, and the best strategy seems to
be to try to improve rather than replace it.11
Conflicts of Interests Among National Institutes of Health (NIH)
Scientists
In 1995, Dr. Harold E. Varmus, at that time director of NIH,
removed restrictions against outside consulting for drug companies
and owning drug company stock. In a scathing exposé published in
the LA Times in December 2003, David Willman documented
hundreds of consulting payments, totaling millions of dollars, to
senior NIH scientists.12
For example, Steven I. Katz, MD, director of the NIH's
National Institute of Arthritis and Musculoskeletal and Skin
Diseases, collected between $476,369 and $616,365 in drug
company fees in the last decade in addition to his NIH salary. One
drug company that won $1.7 million in NIH grants paid Dr. Katz
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more than $140,000 in consulting fees. The company went bankrupt
in 1993. Dr. Katz claimed that he had no conflict of interest in
monitoring the NIH-funded clinical trials of companies that pay him
as a consultant.12
In response to the conflict of interest scandal, current NIH
director Elias Zerhouni, MD vowed to "move diligently to
completely change the system of ethics at NIH." As of 2004, NIH
employees are banned from receiving payments for consulting with
pharmaceutical or biotechnology companies, taking consulting or
speaking fees from nonprofit institutions, and holding any stock in a
drug company.13
Time will tell if these policy changes have the intended
effect of transforming the money driven culture of the NIH.
Food and Drug Administration (FDA) Required Research Methods
Flawed
The FDA regulates over 20% of the U.S. economy, including
the access of the public to medications.14 This involves evaluating
the scientific evidence required for a drug to be FDA approved.
To get new drugs approved more quickly, drug testing
worldwide is often extensive, but lasts only for short periods.
Antidepressants are usually tested for six weeks, new blood pressure
drugs for a matter of months, and drugs for adult-onset diabetes
from six months to a year. To limit development costs, an individual
trial for FDA approval seldom has more than a few hundred
participants.15
Defining the toxicities of drugs usually takes data on tens of
thousands of patients over years. The FDA rarely requires such large
studies. The FDA also does not require new drugs to be compared
with existing, usually less expensive medications. Consequently, the
FDA may approve an expensive and toxic new medication based on
one placebo-controlled trial when less costly, less toxic, and more
effective old medications are already on the market.
For drugs that are already on the market, the FDA monitors
for toxicities not found in the initial trials required for approval. If
indicated, the FDA may withdraw an approved drug from the
market. However, funds to monitor safety of approved drugs have
been drastically cut. In 1992, the FDA’s Center for Drug Evaluation
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and Research spent 53% of its budget on new drug reviews. The rest
went to survey programs, laboratories, and other efforts that in part
helped ensure that drugs already on the market were safe. In 2003,
79% of the agency's drug center budget went to new drug reviews.
This radical change in priorities in large part resulted from a 1992
agreement in which the pharmaceutical industry promised to pay the
FDA new drug evaluation fees (about $300,000 per drug). All of
these user fees – $200 million in 2003 – must be spent on hiring
scientists to review new drug applications.16
Because of scandals involving antidepressant drugs in
children (Chapter 12) and Vioxx for arthritis pain (Chapter 19), calls
for establishing a national drug safety center independent of the
FDA have come from Senator Charles E. Grassley, the Iowa
Republican and Finance Committee Chairman,17 JAMA,18 and
outgoing Secretary of Health and Human Services, Tommy
Thompson.16
Lax Regulation and Enforcement by the FDA
Federal regulators in the FDA and NIH are under
tremendous political pressure to rapidly approve drugs that will
make pharmaceutical companies and their investors rich. Too
often—as I will demonstrate in this book—the public suffers
because of these obscene drug company profits. The former Chief of
the FDA, Dr. Mark B. McClellan said his major priorities were to
speed up drug approvals and reduce the $800 million average price
for a drug company to bring a new drug to market.14
Due to political pressures, under-funding, and industry
pressures, the FDA, NIH, and related agencies have frequently been
ineffective in stopping worthless or dangerous treatments and
diagnostic procedures from receiving the government stamp of
approval. With enough money, special interests can overcome
nearly any obstacle posed by government regulators.
According to law, drug companies cannot market their
medications for indicationsc not approved by the FDA (off-label
c

Indication: A disease or risk factor for which a treatment (drug, surgery,
vaccination, etc.) is considered appropriate by the medical community. If the FDA
approves a drug for a specific condition, the medication is said to be indicated for
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indications). Companies do it anyway. Although the FDA has
received increasing complaints about false and misleading drug ads
and ads for off-label indications, the number of warning letters that
it sent to pharmaceutical companies has dropped by over 80% (158
regulatory letters sent in 1998 and only 26 in 2002). Between 1997
and 2000, drug company spending for advertisements increased
from $11 billion to $15.7 billion.19 Congressman Henry Waxman
wrote to the agency stating that while the drop in enforcement
actions "may be a welcome development for the drug industry," it
"poses serious dangers to public health."20
Despite the decreased FDA interest in monitoring drug
company promotions, the marketing practices of several companies
are under investigation, and some are paying for their illegal
promotions. On Oct. 3, 2001, TAP Pharmaceutical Products pleaded
guilty to conspiracy and paid $875 million — still the record for a
health fraud fine —concerning giving kickbacks to doctors
prescribing the cancer drug Lupron. AstraZeneca pleaded guilty in a
felony health care fraud case and agreed to pay $355 million
because it encouraged doctors to defraud the federal government by
billing it for drugs that AstraZeneca gave to doctors free. The
Schering-Plough Corporation may soon face federal charges of
obstruction of justice related to an investigation into its marketing
practices.21
FDA fines and sanctions for the few companies that get
caught are like a slap on the wrist – just part of doing business.
Drug Companies Select Only Positive Studies to Publish
In June 2004, Elliot Spitzer, attorney general of the State of
New York, sued GlaxoSmithKline for deliberately hiding
unfavorable trial data about the antidepression drug paroxetine
(Paxil) for treatment of depression in children and adolescents (see
Chapter 12).22 This brought to light the long-standing practice of
drug companies selecting which studies they will submit to the FDA
in requesting official approval. Spurred in part by this
unprecedented class-action lawsuit, editors of top medical journals
that condition or to have that indication. Examples include morphine for cancer
pain and penicillin for pneumococcal pneumonia.
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now require drug makers to register clinical trials at their start in a
public database in order for results, whether successful or not, to be
later considered for publication.23
Commenting about the power of pharmaceutical companies
to control what is published in medical journals, Dr. Richard Smith,
Chief editor of BMJ said, "There is so much sophistication, that if
the journals are not careful they could end up being part of the drug
industry's marketing arm."24
Drug Company Bribes to Physicians
Schering-Plough has paid doctors $1,000 to $1,500 per
patient to take part in “clinical trials” of interferon alfa-2b (Intron A)
a treatment for hepatitis C. In all legitimate clinical research trials,
the drug company pays for the drug. However, with ScheringPlough’s interferon alfa-2b, the patient or the insurance company
paid over $5,000 per year. Basically, physicians are being bribed to
prescribe one hepatitis C drug over that of a competitor—Peg-Intron
(Pegasys) by Roche. Doctors who also tested Peg-Intron, or even
talked favorably about it or other anti hepatitis C drugs, risked
losing their Schering-Plough bribes.25
This is a long-standing practice in the pharmaceutical
industry. In the early 1990s as the director of the Cancer and AIDS
Pain Service at LA County + USC Medical Center, I participated in
“clinical trials” of prolonged release morphine (MS Contin)
consisting of collecting data about my cancer and AIDS patients and
their response to treatment with MS Contin. I felt uncomfortable
about pocketing the approximately $100 per patient, so I had the
drug company deposit it directly into my research account for the
benefit of my patients. At the time, a cheaper brand of prolonged
release morphine (Roxanol-SR) was competing to be added to the
LA County + USC Drug Formulary to replace MS Contin. I
frequently lectured on cancer pain management and compared the
drugs as objectively as I could. Roxanol-SR did later become the
first choice on the formulary for economic reasons.
Investigators are attempting to determine the extent of this
practice and how much the bribes affect physicians’ prescribing
practices. A number of suits filed by state attorneys general, industry
whistle-blowers, and patient-rights groups allege that the influence
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of the financial inducements to physicians is substantial. Medicare
and Medicaid may also try to recover excess money paid to
pharmaceutical companies due to physicians being given financial
incentives to prescribe more expensive medications.
A code of conduct adopted in 1990 by the American Medical
Association suggests that doctors should not accept any gift worth
more than $100, but this guideline is widely ignored.25
Medicine-related Nonprofit Organizations on the Take From
Special Interests
Amgen (a biotech company based in Thousand Oaks, Ca)
contributed $150,000 to the National Kidney Foundation for
research that led to the first Kidney Foundation treatment guidelines
to prevent a complication from kidney failure that causes damage to
bones. Other corporate sponsors included Abbott Laboratories
($450,000) and Genzyme Corp. ($150,000). Seven of the 14 experts
who wrote the guidelines had financial ties to Amgen, according to
the Kidney Foundation. Amgen’s drug, cinacalcet (Sensipar) costing
about $3,000 per year, is required for kidney dialysis patients to
meet the Kidney Foundation Guidelines. Amgen gave the Kidney
Foundation another $150,000 to purchase copies of the guidelines to
distribute to the medical community.26
Independent kidney experts question the appropriateness of
the guidelines in caring for kidney failure patients. Marcia Angell,
MD, a former Chief Editor of the New England Journal of Medicine,
said the Kidney Foundation's recommendations "can't be trusted"
because pharmaceutical companies sponsored the panel's work.26
Current American College of Cardiology and American
Heart Association guidelines recommend that clot busters
(thrombolytic drugs) be administered to all patients who have
symptoms suggestive of a heart attack and meet certain conditions.
The scientific basis of this guideline is disputed in Chapter 10 of this
book. Mother Jones magazine reported a conflict of interest related
to these guidelines: Genentech, manufacturer of a clot buster called
alteplase (Activase has donated over $11 million to the American
Heart Association.27
Medicine-related nonprofit organizations require funding.
Drug companies and other biotech special interests have money and
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want legitimacy and a wider market for their products and services.
Strategic donations by drug companies and other special interests to
medicine-related nonprofit organizations predictably result in
clinical guidelines that favor the drug companies’ products or the
special interests’ services. These guidelines heavily influence
product sales and service needs.
“Pay for Performance” – Determined by Medical Politics not
Evidence
Under Medicare's rules, each time a patient comes back for
another treatment, a hospital qualifies for an additional payment
whether or not the readmission was due to medical error or
ineffective care. In essence, Medicare penalizes efficient good care
and rewards hospitals and doctors who order unnecessary tests,
provide poor care or even injure patients. The Washington Post
conducted a year-long county-wide examination of the economics of
Medicare and how it monitors the quality of its services, reviewing
thousands of documents and interviewing hundreds of researchers,
regulators and patients.28
Some of the findings of this extensive investigative report
include the following:
•
•
•

•
•

•

The experts their reporters interviewed estimated
the waste in Medicare at 33% – 40%.
Only $1 – $2 per $1,000 of Medicare money goes
to monitoring the quality of care.
Health regulators frequently become Medicare
contractors and vice versa, creating conflicts of
interest and inhibiting cost effectiveness and
efficiency.
Much of the extensive information on quality of
care that Medicare collects is never analyzed.
Medicare has outsourced many enforcement
activities to private groups that have overlooked
or missed cases in which patients were injured or
killed.
Most high-spending states rank near the bottom in
quality of care (e.g., Louisiana ranked 50th in
17

quality yet first in Medicare percapita spending in
2001 while New Hampshire was first in quality
but 47th in spending).
Struggling to deal with this crisis of confidence in Medicare
itself, Center for Medicare and Medicaid Services administrators hit
on a the idea of “pay for performance.” Many health care policy
analysts rightly feel that competition between providers can improve
the quality of care and control costs. One pilot program in this
regard pays doctors a single, all-inclusive fee for managing each
patient's care, linking the payment to whether the patient gets better.
This has some similarities to “Doctor Managed Care,” a
comprehensive health care reform plan that I will introduce in
Chapter 24.
Another Congressionally mandated pilot project involved
competitive bidding between Medicare HMOs in Kansas City, Mo.,
and Phoenix, Az. Special interests killed these innovative projects
and prevented future similar ones by lobbying against them in
Congress and organizing protests and picketing by beneficiaries.
Unfortunately, pay for health care performance in American
now means having “experts” (often representing special interests)
define quality of care standards in different areas of medicine and
then paying providers for conforming to those standards. It creates
an additional largely worthless and expensive layer of bureaucracy
in our health care system without generating much real competition
among providers in the realm of patient health care outcomes. Most
of the quality of care measures assess adherence to process rather
than outcomes. For example, HMOs and medical practices have to
report the percentages of their patients that have mammograms
according to American Cancer Society guidelines. They don’t keep
track of how many women die of breast cancer.
The National Committee for Quality Assurance (NCQA), a
private, non-profit organization dedicated to improving health care
quality, markets “Health Plan Employer Data and Information Set”
(HEDIS), a tool used by more than 90% of America’s health plans
to measure performance on important dimensions of care and
service.29 Employers, consultants and consumers use HEDIS data to
help them select health plans. HEDIS data also are the centerpiece of
most health plan "report cards" that appear in national magazines
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and local newspapers (e.g., U.S. News and World Report listing of
the Nation’s Best Health Plans30).
Of the 22 clinical indicators by which physicians and health
plans are rated by HEDIS, the following are based on good evidence
in the peer reviewed medical literature or based on common sense
such that a randomized trial would be unethical:
1. Follow-up after hospitalization for mental illness
2. Glaucoma screening in older adults
3. Initiation and engagement of alcohol and other
drug treatment in substance abusers
4. Imaging studies for low back pain (X-rays, CT
scans and MRIs are grossly overused for
uncomplicated acute low back pain.)
5. Medical assistance with smoking cessation
6. Appropriate testing for children with pharyngitis
(A rapid test can distinguish between viral and
bacterial sore throat and avoid unnecessary
antibiotics.)
7. Appropriate treatment for children with upper
respiratory infection (Antibiotics are given
inappropriately to many children and adults with
viral upper respiratory infections.)
8. Chlamydia (a sexually transmitted disease)
Screening in women
The clinical indicators that are not evidence based to be
beneficial include:
1. Treatment of depression with antidepressant
medication (Chapter 12).
2. Breast cancer screening (Chapter 14).
3. Blood cholesterol screening and drug treatment to
lower LDL cholesterol to < 100 mg / dl (Chapter
5)
4. Colorectal cancer screening with flexible
sigmoidoscopy, double contrast barium enema,
and colonoscopy are not evidence based to reduce
colon cancer deaths any better than screening
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with a fecal occult blood test (a more
comfortable, less risky, and much less expensive
option).
5. Controlling high blood pressure to a level of 140 /
90 mm / Hg or less (Chapter 6)
6. Hemoglobin A1c (HbA1c) Control:
• Drug treatment to maintain the HbA1c level
as low as possible in people with type 2
diabetes is not justified by the data (Chapter
7).
• Serum cholesterol (low density lipoprotein
cholesterol:LDL-C
and
high
density
lipoprotein cholesterol:HDL-C) screening
(Chapter 5).
• Drug treatment to reduce the LDL-C to less
than 100 mg / dl is less effective than an
optimal diet (Chapter 5)
• Screening
for
kidney
disease
(microalbuminuria test) and early referral to a
kidney specialist: There is no evidence that
earlier discovery of microalbuminuria and
referral to a urologist prevents dialysis or
prolongs the time until dialysis begins.
• Yearly eye exams: Because of the efficacy of
laser treatment in slowing the progression of
diabetic eye disease [retinopathy], this is a
reasonable screening test.
7. Flu shots for healthy adults 50 – 64: Over 90% of
the 36,000 deaths per year from complications of
influenza are in the elderly (> age 65). One-third
of people 50 – 64 years of age have chronic
diseases that place them at increased risk for the
complications of flu. The HEDIS measure
estimates the percentage of health plan members
50 years of age and older who received an
influenza vaccination during the most recent flu
season. There is no evidence that vaccinating
healthy people 50 – 64 reduces the morbidity or
mortality from the complications of flu.
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8. Prenatal and postpartum care by health care
providers: Medicaid and many commercial health
plans do not permit Certified Professional
Midwives to be health care providers for pregnant
women despite evidence of superior outcomes for
mothers and babies (Chapter 3).
In the second edition of this book, I will critique the
following clinical indicators:
1. Adolescent immunization status
2. Beta-blocker treatment, persistence of betablocker treatment after a heart attack
3. Cervical cancer screening
4. Childhood immunization status
5. Flu shots for adults
6. Osteoporosis management in women who had a
fracture
7. Use of appropriate medications for people with
asthma
The HEDIS quality evaluation tool for health plans and
individual physicians is too corrupted to indicate anything but
conformity to orthodox medical establishment guidelines that are
based on flawed science.
AMA to Develop 140 Pay for Performance Measures by the End of
2006
The American Medical Association (AMA) promised
Congress that it would develop about 140 standard measures of
performance covering 34 clinical areas by the end of 2006. Doctors
will report their data on these clinical measures to the federal
government and part of the $68 billion Medicare will pay for
physician services in 2007 will be at stake. Rather than directly
measuring the clinical outcomes of patients—longer lives, improved
quality of life and fewer complications, the performance standards
will be the use of diagnostic tests and treatments that committees of
medical experts think will produce better patient outcomes. Leaders
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of the AMA agreed to help develop uniform measures of the quality
of care to avoid having dozens of disparate measures imposed by
insurance companies, health plans, and government programs.
Doctors will receive additional payments to offset the costs of
collecting and reporting the data.31
Examples of quality measures cited by federal officials
making the announcement included: the proportion of diabetic
patients with blood sugar and cholesterol at the recommended levels
and the percentage of surgical patients who receive medications to
prevent blood clots. Chapters 5, 7, and 11 of this book will dispute
the evidence basis of those quality standards.
Many Medical Establishment Treatment Guidelines are Suspect
Clearly, many orthodox medicine guidelines for tests and
treatments are evidence-based and promote the individual and public
health. Because of the pervasive influence of special interest money
though, many guidelines established by government agencies or
nonprofit organizations do not lead to better health outcomes. In
many if not most of these cases, financial conflicts of interest unduly
influence whether or not a diagnostic procedure or therapy becomes
a standard medical service reimbursed by government and private
insurance. Increasingly, physician practice patterns have become
guideline driven due to industry “professional educational”
programs, pressures from hospital administrators, malpractice risks,
and other pressures.
This book will document some of the adverse consequences
for the U.S. public of implementing ill-conceived guidelines drafted
by medical special interests.
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Chapter 3
Medicalized Births and Unnecessary
Cesareans
My wife, Jenny, and I prepared with Lamaze Classes for the
birth of our first child, Amanda Jane, in 1978. During the last class,
which happened to deal with cesarean births, her labor contractions
began. She chose a woman obstetrician, and a woman
anesthesiologist was on call that night at a local community hospital.
Soon after being admitted to the labor and delivery floor, the
nurse inserted an intravenous catheter in Jenny’s arm. Consequently,
she could not get up and walk around as she had urges to do.
As Jenny’s only childbirth coach, I stayed up all night during
her slow labor. Despite all my encouragements, she seemed to be
reaching the limit of her pain tolerance by morning. She asked
whether I thought she should request medication. Hoping to
minimize the use of medication, I said we should ask for a small
dose of Demerol, a narcotic. She agreed.
On my way to the hospital cafeteria for breakfast, I asked the
nurse to get the obstetrician’s order for a small Demerol dose. To
my amazement, when I returned from breakfast, the anesthesiologist
had placed an epidural catheter in Jenny’s back for continuous
narcotic infusion. It angered me that the anesthesiologist had talked
Jenny into this procedure when I was away. At that vulnerable point,
Jenny would have probably agreed to a general anesthetic for a
cesarean section if it were suggested.
With the epidural infusing a narcotic, the labor virtually
stopped. Giving oxytocin, a natural female hormone that is a uterine
contraction stimulant, only succeeded in slowing the baby’s heart
rate to a dangerous level. The dilation of Jenny’s cervix (the opening
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of the birth canal) seemed stuck at 8 centimeters while 10
centimeters dilation would be needed for the baby to come out. The
obstetrician attached electronic monitoring devices through the
cervix to the top of our baby’s skull to better assess the baby’s vital
signs. The baby’s face up position rather than down and being
strapped in the bed with all the monitoring devices did not help the
effectiveness of her labor. Finally, the obstetrician decided to stop
the narcotic infusion through the epidural catheter to get the labor
going again. The period of complete anesthesia made Jenny’s
subsequent labor pains even more difficult to bear. However, the
labor still proceeded slowly with no further cervix dilation. Another
oxytocin trial strengthened the contractions and further increased
Jenny’s pain without noticeably increasing the dilation of her cervix.
About three hours after stopping the epidural narcotic drip,
the fetal monitor showed a dangerous drop in heart rate. The
obstetrician decided to do an emergency cesarean delivery.
Everything moved very fast. The anesthesiologist restarted the
epidural narcotic drip. I hurried to get ready with the video camera,
but the obstetrician told me not to bring it into the operating room
because it might distract them in this emergent procedure.
Baby Amanda Jane came out through a surgical incision
within 20 minutes of the beginning of the operation. The
pediatrician examined and weighed her before Jenny and I could
hold her. The low dose of morphine ordered to control Jenny’s postoperative pain didn’t touch her, so I requested a higher dose, which
they reluctantly gave. The hospital staff kept Amanda Jane in the
nursery between feedings. We finally left the hospital three days
later.
While we loved our beautiful new baby, the birthing
experience left much to be desired.
Jenny read many articles and books about natural childbirth,
including Spiritual Midwifery by Ina May Gaskin (more about this
later), in preparation for our second child. Jenny resolved that our
next child would be delivered as a vaginal birth after cesarean
(VBAC - pronounced VEE-back). However, none of the 5 – 6
obstetricians that she consulted in Long Beach, CA agreed to allow
her a trial of labor. She widened the search about 30 miles to West
Los Angeles, where the obstetricians were more progressive. A
woman obstetrician in Santa Monica agreed to the VBAC idea, so
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the plan was that our second child, Monica, would be born in Santa
Monica.
Unfortunately, Jenny had vaginal bleeding at about 16 weeks
into the pregnancy. An ultrasound test diagnosed “complete placenta
previa” (the placenta or afterbirth positioned right on top of the
cervix, the opening of the birth canal). In situations like this, an
attempted vaginal delivery would lead to the mother bleeding to
death. We had no choice but to agree to another cesarean.
By the time we were ready to have our third child, Long
Beach obstetricians had begun to do VBAC deliveries due to
popular demand and studies showing that a trial of labor was less
dangerous than scheduling a repeat cesarean.1-3 However, we had
difficulty finding an obstetrician to agree to a trial of labor after two
cesareans. After a long search we found two male obstetrician
partners to agree to let her attempt a VBAC.
Because Jenny was 40 years old, she wanted to rule out birth
defects as much as possible. Instead of an amniocentesis as had been
done in her first two pregnancies, we agreed to an experimental
procedure called “chorionic villi biopsy,” which gave the results at
eight weeks rather than the usual 16 weeks into the pregnancy. The
risks of this more invasive procedure, a large needle inserted into the
uterine wall through the vagina and cervix, were not well known at
that time.
An unfortunate complication occurred. Jenny developed
intermittent uterine bleeding after the biopsy. The bleeding gave a
route for infection to enter the uterus. The infection seemed to
initiate labor, and Jenny delivered Abigail vaginally at 20 weeks of
pregnancy – stillborn.
Shortly after Abigail died, I began hosting a local access
cable television talk show in Long Beach, CA called, “Ask the
Doctor.” In the show I interviewed experts in various areas of health
care in talking heads format. With our dissatisfaction with
traditional obstetrical care in mind, I invited Tonya Brooks, a lay
midwife to be my guest on the topic of “home births.” Tonya was
married to Bob Brooks, a high school classmate of mine. At that
point, she had practiced midwifery for over 15 years and had
delivered over 900 babies at home in the Los Angeles area.
During the preparation and taping of the show with Tonya, I
increasingly questioned the orthodox obstetrical approach to low
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risk childbirth—the approach that led to our two, we thought,
unnecessary cesarean sections. Tonya spoke about how medicalizing
childbirth with bed rest during labor, intravenous lines, monitors,
drugs, and hospital settings frequently leads to cesareans. Her
description of natural childbirth with midwife assistance made Jenny
and I want to explore this option more.
In part due to what Jenny and I learned from Tonya Brooks,
we planned our fourth birth with the same obstetrician partners, but
we employed a local midwife as a coach to increase Jenny’s chances
of a VBAC. The midwife taught us so much about natural childbirth
that we wished we had had our previous babies with midwives. The
obstetricians agreed to let the midwife attend the birth as a coach but
not to deliver the baby. Jenny felt much more prepared this time.
Although the midwife could not attend the birth because of a
simultaneous birth at another hospital, Jenny delivered Chelsea, our
fourth baby girl, after 12 hours and some oxytocin assistance.
Chelsea immediately began to nurse. Jenny had never worked harder
in her life, but she was delighted with the experience.
Apparently, little has changed in the overly medicalized
childbirth practices in the San Diego hospital where our first child
was born. At a social gathering, I met a woman that had worked for
six years as a night obstetrical nurse at that same hospital. Out of
frustration, she had given up nursing three years before to sell real
estate. She said that the obstetricians routinely wrote standing orders
that interfered with a natural labor and delivery like inserting
intravenous lines and prohibiting the feeding of the laboring
mothers. Due largely to her experience as an obstetrical nurse, she
delivered her youngest child at home with the assistance of a
midwife.
A Short History of Obstetrical Practice
Prejudice of the medical profession against midwives did not
recently develop. In 1846 long before the availability of antibiotics,
Ignac Semmelweis, MD, a Hungarian obstetrician working at the
famed Vienna General Hospital took charge of the midwives’
maternity ward. In the same hospital, male obstetricians attended
births on another maternity ward. The obstetricians and medical
students typically performed autopsies in the morgue before
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attending the women in labor, without washing their hands in
between.4, 5
Semmelweis became obsessed with preventing childbed
fever (or puerperal fever), an epidemic lethal infection beginning in
the uterus of new mothers during childbirth. His research on
childbed fever demonstrated that when doctors delivered babies in
the best maternity hospitals in Europe and America, the death rate
for women was often 10 to 20 times as great as with midwife
deliveries, including the low rate on his midwife service. In 1847,
Semmelweis ordered his medical students to wash their hands like
the midwives had been doing, in a chlorine antiseptic solution.
Subsequently, the mortality rates dropped considerably in the
women attended by the students. His efforts to convince the doctors
on the other maternity ward to wash their hands met with resistance
and ridicule. Many say that his mental illness in later life arose from
his despair and frustration concerning the many deaths from
childbed fever that he was unable to prevent.4, 5
Semmelweis was not the first to suggest the connection
between childbed fever and dirty hands of examiners. Both
Alexander Gordon, MD, of Edinburgh in 1795 and Oliver Wendell
Holmes, MD, of Boston in 1843 tried with little success to get their
obstetrical colleagues to wash up. In the first part of the 20th century
in America, epidemics of childbirth fever continued, causing about
120 mothers to die out of 100,000 childbirths in the 1930s or 20% of
the maternal mortality (blood stream infection following illegal
abortion accounted for another 20%).6
The dramatic reduction in maternal mortality from over 800 /
100,000 births in 1900 to 7.2 / 100,000 births in 1982 was associated
with but not caused by the shift of the location of childbirth from the
home to hospitals. According to the Center for Disease Control, the
inappropriate and excessive surgical and obstetric interventions
(e.g., induction of labor, use of forceps, episiotomy, and cesarean
deliveries) contributed to the increased maternal mortality in the
early 1920s by about 100 / 100,000 compared with the rate from
1910-14.6 The 1933 White House Conference on Child Health
Protection, Fetal, Newborn, and Maternal Mortality and Morbidity
reported the link between poor aseptic practice, excessive operative
deliveries, and high maternal mortality.7 Subsequently, in the 1930s1940s, hospitals and state governments established maternal
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mortality review committees, institutional practice guidelines, and
guidelines defining physician qualifications needed for hospital
delivery privileges. During 1938-1948, the proportion of infants
born in hospitals increased from 55% to 90%.8 However, this shift
was slow in rural areas and southern states. Improved provision of
maternal care for the poor—largely aseptic conditions in hospitals
and antibiotics—by states or voluntary organizations led to dramatic
decreases in maternal mortality after 1930. The legalization of
induced abortion beginning in the 1960s contributed to an 89%
decline in deaths from septic illegal abortions between 1950 and
1973.9 Still, the World Health Organization estimates that 20
countries have reduced maternal mortality levels to below that of the
United States.10
Since 1982, the reported maternal mortality based on death
statistics has not decreased, according to data from the National
Vital Statistics System. Because of concerns that the National Vital
Statistics System missed many maternal deaths, in 1986, the Center
for Disease Control’s (CDC’s) Division of Reproductive Health
established the “Pregnancy Mortality Surveillance System” to search
for pregnancy-related deaths in women of childbearing age missed
by the National Vital Statistics System. Pregnancy-related deaths
from cardiovascular complications, medical conditions or infection
are particularly likely to be missed. Data from the new tracking
system showed an increase in maternal mortality per 100,000 births
from 10.3 in 1991 to 13.2 in 1999.11 The leading causes of maternal
death are hemorrhage, pregnancy-induced hypertension (toxemia),
and embolism.12 Ruptured uterus, related often to drugs to induce or
augment labor after a previous cesarean, is a major cause of
hemorrhagic deaths.
Preliminary data for 2002 show a significant increase in the
U.S. infant mortality rate to 7.0 infant deaths per 1,000 live births
from 6.8 in 2001, the first rise in the infant mortality rate since
1958.13, 14 United States ranks 43rd among nations in infant
mortality, according to the CIA World Factbook.15
According to the U.S. National Center for Health Statistics,
births attended by certified nurse-midwives increased from 1%
nationally in 1976, 7% in 1998, and then leveled off at 7.6% in
2002. In New York City, certified nurse-midwives attended 9.7% of
births in 2002, down from 12.2% of births in 1997. Two of the four
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freestanding birthing centers in New York City have closed since
2002. In Illinois, both licensed nurse-midwifery homebirth services
and certified professional midwifery homebirth services are
declining.16 Four thriving Illinois nurse-midwifery homebirth
practices have closed or discontinued homebirth services in the past
ten years. The need for qualified midwives attending home births in
Illinois is reflected by the fact that 738 Illinois births occurred in
2003 without a trained birth attendant (neither a medical doctor nor
a midwife), according to the Illinois Department of Public Health.17
A retrospective study of planned home births versus planned
hospital births in Washington State found an increased risk of infant
complications and deaths in the planned home births.18 However,
since the researchers were going only by birth registry data, they
could not distinguish unplanned home births from planned ones.
Despite this major flaw in the study, the American College of
Obstetricians and Gynecologists (ACOG) distributed a press release
the next day about the study and warned of the dangers of home
birth. ACOG has long opposed home birth, arguing that it is unsafe.
In Washington State, contrary to the rest of the U.S., the majority of
health insurance groups now cover homebirths attended by licensed
midwives. Political advocacy by midwives, their supporters, and
consumers, rather than cost containment issues, accounted for the
change.19
All knowledgeable observers agree that fast-rising
malpractice insurance premiums and the threat of lawsuits account
for many of the closures in midwife practices. Increases of 50 – 70%
per year in malpractice premiums are common. Consequently,
midwives face new limitations imposed on their practices by many
hospitals and health insurance companies. Unable to stem the
demand of women for midwives attending births, the obstetrical
establishment has co-oped the movement to a large extent. Whereas,
most midwife-attended births took place out of hospitals in the
1970s, now most are in hospitals. Some managed care plans include
only a few midwives, or none at all, on their "in-network" provider
lists. Often, women who use midwives must pay a larger share of
their bills themselves than if they went to doctors.16
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Midwifery at “The Farm” in Tennessee
In the rebellious 1960s, hippies resolved to reject the
dominant culture - consumerism, imperialism, nuclear families,
conventional city jobs, the Vietnam War, racism, sexism, etc. Many
resisted the draft, rejected education designed only to climb the
corporate latter, studied eastern religions, experimented with
psychedelic drugs, and adopted communal lifestyles in rural
settings. Most of these commune experiments lasted only a short
time. The Farm in Tennessee (http://www.thefarm.org) is one
exception. In 1970-71, a caravan of old school buses brought several
hundred San Francisco Bay Area hippies to rural Tennessee with the
expressed purpose of “changing the world” by substituting altruism
for greed and love for hate and by living their ideals.
In the summer of 2005, I spent five weeks at the EcoVillage
Training Center of The Farm (http://www.thefarm.org/etc/
courses.html) to learn gardening, natural building, cooking, and
other rural skills. In one of several field trips that two other
apprentices and I took during that time, we visited Sharon Wells, a
certified professional midwife (CPW) who had been practicing at
The Farm for over 25 years. In exchange for the time that Ms. Wells
took to tell us the story of midwifery at The Farm and show us their
birthing center, we apprentices all worked for a couple of hours
weeding her garden and pruning her trees.
Ms. Wells related how the first Farm babies, born on the
caravan of buses from San Francisco, required Ina May Gaskin and
several other women to take a crash course in midwifery by reading
and assisting the pregnant women. The babies continued to arrive
after the commune members reached Summertown, TN, where the
group purchased property to build their homes. The overworked
local obstetricians welcomed the practice of midwifery at The Farm.
The local obstetricians provided the necessary medical backup for
the 3-5% of cases requiring transport to the hospital because of
problems with labor.
Sharon Wells described to us how the midwives would
explain to a pregnant woman and her partner what to expect with a
birth. She showed us a photo album of many of their previous
mothers, fathers, and babies during all phases of the pregnancy,
labor, and delivery. In the basement of her home, we saw the fully
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furnished apartment for the pregnant women and their families,
including the two birthing rooms. In this convenient spot at the edge
of a woods, women living off The Farm could move in for about a
week before delivery and remain about two weeks after the birth.
Just outside the patio of the guest apartment stood a hot tub for
“hydrological epidural anesthetics.”
Although I had considered this book all done except for final
editing, I realized during that visit that I needed to add a chapter
related to home births.
What I Learned About Childbirth From Ina May Gaskin, Certified
Professional Midwife
When I arrived at The Farm, Ina May Gaskin was on a tour
of European hospitals, lecturing to obstetricians and midwives about
natural childbirth. On my first trip to the general store, I met Steve
Gaskin, Ina May’s husband and the former San Francisco State
College English Professor who led the original hippies to Tennessee.
As he gave me a ride from the store back to the EcoVillage Training
Center, he spoke of his plan to leave in a few days for Europe to join
Ina May. He also planned to attend the 25-year reunion of “Right
Livelihood Award” recipients in Salzburg, Germany. Steve Gaskin
joined Hassan Fathy, an Egyptian who developed "Architecture for
the Poor," to be the co-recipients of the first Right Livelihood
Award in 1980. Steve’s award acknowledged his role in the
founding of “Plenty” a non-profit charitable foundation to help the
poor in 1974 (http://www.rightlivelihood.org/recip/plenty.htm). As
he told me a little about his wife’s midwifery work, I realized that I
had to meet this woman.
Almost five weeks later as I was preparing to leave The
Farm, Ina May invited me over to talk about midwifery. We had
mutual interests in so many aspects of childbirth and medicine
generally, we talked for about eight hours. We agreed to collaborate
further toward increasing access to midwife-assisted home births in
America. She had much more to teach me after I got home and read
her latest book, Ina May’s Guide to Childbirth,20 Her story spoke to
my intellectual interest in evidence-based medicine, and it also
affected me emotionally, as I heard or read stories of Farm births.
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After a few years watching hundreds of births, Ina May, who
holds a master’s degree in English, wrote Spiritual Midwifery,21 a
classic for women seeking to have their babies at home. This book,
now in its 4th edition, has sold over 500,000 copies and focused
attention on midwifery as well as bringing pregnant women from all
over the U.S. and countries in Europe seeking midwifery services at
The Farm. The Farm midwives attended 2028 pregnancies from
1970-2000. The astounding results—unsurpassed in the world
history of childbirth—include the following:
•
•
•
•
•
•
•

Births completed at home-95.1%
Cesarean births-1.4%
Forceps deliveries-0.5%
Vacuum extraction deliveries-0.05%
Inductions (castor oil or swept membranes only,
no oxytocin or misoprostol / Cytotec)-5.4%
Neonatal mortality (excluding 5 lethal
anomalies)-0.39%
Maternal mortality-0

Ina May notes that mental attitudes, emotions, and
expectations of mothers are difficult to measure, yet have profound
importance in pregnancy outcomes. Fears, cultural myths, and
ignorance of the labor and delivery physiologic process and lack of
expert support during labor lead to many more cesarean sections
than pelvises that are too small for babies’ heads.
She stresses that combating our epidemic of cesarean
deliveries requires turning normal low risk births over to women
midwives, feeding laboring women, allowing them to walk, letting
them sleep, waiting for them to go into labor, not scaring them, and
encouraging positive thinking. Expectant mothers need an
atmosphere of calm and confidence rather than anxiety and fear.
Only people that the mother wants to attend a birth should be there.
Many important obstetrical maneuvers described in Ina
May’s Guide to Childbirth are not appreciated in obstetrical
practices or the obstetrical literature. Laughter may relax a mother
and help her cervix to dilate. Breast stimulation by the woman’s
husband or significant other increases oxytocin, which may improve
the effectiveness of labor. Immersion in a warm Jacuzzi or a skillful
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massage can significantly reduce pain. Midwives / obstetricians
need to continuously be with laboring women to support them
maximally in childbirth. Unfortunately, obstetricians cannot afford
the time to do this. Home birth midwives would not consider doing
it any other way.
One subtle but important way that The Farm midwives
positively influence their expectant mothers in labor and delivery is
to avoid the term “contraction” and instead use the word “rush.” The
Farm midwives understand the impact of language in the process of
childbirth. They use any and all modalities to give women
confidence in their abilities to go through the normal physiologic
process of childbirth. They rely on their skills in preparing expectant
mothers and seek to minimize technologic interventions.
Ina May has the distinction of being the only nonobstetrician who has an obstetrical maneuver named after her – “The
Gaskin Maneuver.”22, 23 It involves the 1% – 2% of births in which
the head gets through the cervix but an awkward position of a
shoulder stops the body from following (medical term: “shoulder
dystocia”). When a shoulder dystocia occurs, the mother is helped to
turn over onto her hands and knees. Ina May learned of the
maneuver in Guatemala after the devastating earthquake of 1976,
where she and her husband were supervising Plenty Foundation’s
volunteers in The Farm’s disaster relief efforts. Etta Willis, a
midwife trained in Belize and working in Guatemala, taught her the
maneuver. Ms. Willis learned the maneuver from the indigenous
Mayan midwives that she was supervising. When Ms. Willis asked
the Mayan midwives who taught them the maneuver, they replied,
“Dios” (God).20 The Gaskin Maneuver is now taught in Advanced
Life Support in Obstetrics courses in the U.S. and United Kingdom
and is described in a major obstetrics textbook.24
Other Successful Midwifery Practices
The Farm does not claim to have the only excellent statistics
on safe natural childbirth in the world. Ina May described several
other midwifery practices with low infant and maternal mortality
rates and less than 2% of babies delivered by cesarean section.20
Mrs. Margaret Charles Smith, a traditional midwife from Eutaw,
Alabama, delivered over 3,000 babies from 1943 to 1981 without a
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single maternal death and a very low infant mortality. The local
physicians considered her an excellent midwife and defended her
against the medical establishment campaign to outlaw all traditional
midwives in Alabama. Ultimately, the Alabama Public Health
Department, claiming that Mrs. Smith and all other traditional
midwives lacked proper training, banned midwifery and stopped
Mrs. Smith’s practice. Her autobiography, Listen to Me Good,
assisted by Linda Janet Holmes, tells the story of her remarkable
career.25 A video documentary of her life aired on public television
and is available online (http://www.homebirthvideos.com).
In Victoria, Australia obstetrician Dr. John Stevenson headed
a home midwifery practice, supervising several midwives that he
trained himself. From 1976-1983, his team attended 1,190 births and
had a cesarean rate of 1.6%. Only 4.9% of pregnant women were
transferred to hospital. Despite these excellent results, the Medical
Board of Australia revoked Dr. Stevenson’s medical license in 1984,
because he used unregistered birth assistants. He never regained his
license to practice medicine.
Alfred Rockenschaub, MD, professor of midwifery and
physician in charge of the midwifery service of the Ignac
Semmelweis Frauenklinik in Vienna, oversaw the delivery of 44,500
babies from 1965-1985. During that time, the cesarean section rate
hovered just over 1% and the infant mortality was below the overall
rate in Vienna at the time. The cesarean rate rose sharply after
Professor Rockenschaub retired, and in 1999 stood at 19%.
While I was visiting The Farm, the British Medical Journal
(BMJ) reported the results of 5,418 North American women
expecting to deliver at home supported by certified professional
midwives (over 98% of CPM-assisted births in the United States and
Canada in 2000, including those from The Farm). Of these women,
12% were transferred to hospital, including 3.7% who eventually
delivered by cesarean section. Aside from infant deaths due to
congenital anomalies, only 1.7 babies died per 1,000 planned home
births, about the same infant mortality as low risk hospital births in
North America. No mothers died.26 Notably, the American College
of Obstetricians and Gynecologists and member obstetricians have
had no comments about the results of this study. It appears that they
hope it will go away.
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In a study of 1,404 New York women intending home
births, 8.3% were transferred to the hospital during labor. Only 2.5 /
1,000 of the infants died and no mothers died.27 In a study
comparing planned home birth with planned hospital birth in
Western Australia, planned home births were associated with less
overall maternal and neonatal morbidity and fewer interventions
than hospital births.28 A study in New Zealand involving over 9,000
births from 1973-93, found planned home birth safe and less
associated with medical interventions.29 A study from Zurich,
Switzerland of over 800 healthy low risk women, comparing
planned home and hospital births, concluded that home births have
no increased risk to the mothers or the babies. The home birth group
needed significantly less medication and had fewer medical
interventions.30 A study of over 1,800 planned home births versus
planned hospital births in the Netherlands found that the outcomes
of planned home births to be at least as good as those of planned
hospital births in women at low risk and receiving midwifery care.31
Out of 251 English women wishing to deliver their babies at home,
142 (57%) were delivered at home. No mothers or babies died and
7% were delivered by cesarean section.32
A study of women planning home births in Northern
England from 1981-94 (less than 1% of all births) found 14 infant
deaths in 2,888 births. During the same period, women who planned
hospital births but delivered outside and women who delivered
outside without prior arrangements to receive professional care
during labor had a high infant mortality (134 deaths in 3,466
deliveries).33 Greater availability of home birth midwives may have
reduced this high out of hospital mortality.
British Columbia initiated a midwifery demonstration project
beginning in 1998 with favorable results. Preliminary data show that
planned home births have not been associated with an increase in
risk to mother or child. Compared with low risk women planning
hospital births, the women with planned home births had 70% fewer
cesarean sections.34, 35
In a meta-analysis of six studies involving 24,092 mostly
low-risk pregnant women who planned births either in the home or
hospital, the infant mortality did not significantly differ between the
groups. However, women planning home births had about one-fifth
the medical interventions, about half the frequency of low Apgar
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scores, and one-third less severe perineal (vaginal and rectal)
lacerations. No mothers died.36
Medicalized Hospital Births in the United States
My wife Jenny’s experience was not unlike that of many
other women giving birth in U.S. hospitals. Hospital deliveries often
involve many of the following usually unnecessary procedures:
1.
2.
3.
4.
5.
6.
7.
8.
9.
10.
11.

Stopping eating and drinking
Inserting an intravenous catheter to give
fluids and drugs
Laboring in bed on the woman’s back rather
than walking around
Placing of an electronic fetal monitoring
device
Inducing labor with oxytocin
Using epidural anesthesia
Rupturing the (amniotic) membranes by the
obstetrician
Employing forceps to pull the baby out
Cutting the vagina to prevent a larger tear
(episiotomy)
Separating the newborn from the mother
before beginning breast feeding
Putting the newborn in a nursery

Some of these routine procedures in Jenny’s first pregnancy
resulted in an unnecessary cesarean section. The position of the
placenta over the cervix (birth opening) in the second pregnancy
preventing normal birth (placenta previa) likely resulted from the
first cesarean.
For low risk pregnant women to have safe deliveries, they do
not need medicalized childbirth. Indeed, all of the 42 countries with
infant mortality rates lower than that of the U.S. have midwife and /
or family practitioner based systems of childbirth, with obstetricians
for medical backup. If the U.S. had an infant mortality rate as good
as Cuba's, we would save an additional 680 American babies a
year.15, 37
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Among the influences leading to the recent increase in infant
mortality in the U.S. in 2002 compared with 2001 is the higher
frequency of babies weighing less than 750-grams. More high-tech
procedures during high-risk pregnancies, including drugs for labor
induction, account for part of this problem.38 Induction of labor is
one of the fastest growing obstetrical procedures in the United
States. In 1998, 19.2% of all U.S. births were a product of induced
labor, more than twice the 9.0% in 1989. A significant amount of the
increase in the proportion of babies born pre-term from 1989 to
1998 can be accounted for by the increase in inductions of pre-term
babies (from 6.7% in 1989 to 13.4% in 1998). Pre-term babies
whose mothers are induced with drugs are 20% more likely to die
than premies who are not induced.39
The popularity of misoprostol (Cytotec) as a cheap, easy and
usually effective means of inducing labor has been criticized by Ina
May Gaskin40 and others41-43 because of the risk of uterine rupture.
The FDA approved Cytotec as an ulcer medication in 1994, noting
that it was contraindicated in pregnancy. Ms. Gaskin searched peerreviewed medical journals for data on pregnant women induced with
Cytotec. Alarmingly, she found that out of a total of 1958 births,
there were 2 maternal deaths, 16 baby deaths, 19 uterine ruptures,
and two life-threatening hysterectomies.40 In my view that is enough
evidence of risk to stop the practice of using Cytotec to induce labor.
Unnecessary Cesarean Operations
In 2003, the cesarean delivery rate jumped to 27.6%,
surpassing the previous high of 25% set in 1988.14 What led up to
this astoundingly high rate? Many influences contributed.
In 1985, the New England Journal of Medicine published an
editorial by two young obstetricians that concluded that every
pregnant woman should have a cesarean delivery for the sake of the
baby.44 Some thought that this was a satire,45 but it was not.
W. Benson Harer, MD, former president of the American
College of Obstetricians and Gynecologists, declared, "Perhaps the
time has come when risks, benefits, and costs are so balanced
between cesarean and vaginal delivery that the deciding factor
should simply be the mother's preference for how her baby is to be
delivered." While cost was once an impediment to elective
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cesareans, Dr. Harer said they were now no more expensive, and
sometimes cost less than vaginal deliveries that involve epidural
anesthesia and labor-stimulating drugs.46
The official position of the American College of
Obstetricians begs the question: "In the absence of significant data
on the risks and benefits of cesarean delivery, the burden of proof
should fall on those who advocate for a change in policy in support
of elective cesarean delivery."47
In 2003, The New England Journal of Medicine published an
opinion piece by Dr. Howard Minkoff, an obstetrician at
Maimonides Medical Center in Brooklyn, and Dr. Frank A.
Chervenak, an obstetrician at New York-Presbyterian Hospital in
Manhattan, that concluded, "although the evidence does not support
the routine recommendation of elective cesarean delivery, we
believe that it does support a physician's decision to accede to an
informed patient's request for such a delivery."48 A survey published
in 2005 found that 65.4% of obstetricians would perform an elective
cesarean delivery at the mother’s choosing and with no medical
indication.49
Influential health columnist for the New York Times, Jane
Brody, concluded a column on childbirth saying, “Any woman
considering an elective cesarean should discuss the benefits and
risks fully with her physician early in the pregnancy. If the doctor
opposes her choice, referral to another physician may be the wisest
course.”47 Women must be taking her advice. The primary cesarean
rate for mothers at no indicated risk rose 67% between 1991 (3.3%)
and 2001 (5.5%),50
In 2002, JAMA published a study from Scotland that
appeared to support the “once a cesarean always a cesarean” rule.
Due to a higher rate of uterine rupture in women attempting
VBACs, the infant mortality was higher in women with a trial of
labor compared with those with scheduled cesareans.51 However, the
inductions and augmentations of labor with oxytocin, misoprostol
(Cytotec) and other drugs in these women probably accounted for
many of the ruptured uteri.
According to the American College of Obstetricians and
Gynecologists, maternal mortality is three to seven times higher
with cesarean compared with vaginal deliveries. A study of over
33,000 pregnancies in Tennessee found a much higher rate of
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childbirth-related medical conditions requiring a prolonged delivery
hospitalization or readmission in women with cesarean deliveries
versus vaginal deliveries (8.9% versus 2.6%).52 Despite the risks
with so-called "patient-choice cesareans" (i.e., no medical
indication), some obstetricians maintain that it is paternalistic not to
let women choose. About one-third of cesareans in the U.S. have no
medical indication other than a previous cesarean.
Probably because of an advisory by the Society of Obstetrics
and Gynecology restricting VBACs to hospitals equipped all the
time for emergency cesareans,53 the VBAC rate plummeted from
28.3% to 10.6% from 1996 to 2003, and over 300,000 U.S. women a
year have repeat cesareans. A U.S. government health report
published in 2000 said one of the nation's goals for the year 2010
should be a VBAC rate of 37% Instead, the trend reversed.54 In
Europe, the rate was about 50% in 1997.
Malpractice pressures do more than make it harder now to
get U.S. obstetricians to agree to VBACs. A survey of 187
Pennsylvania obstetricians showed that they may adversely affect
obstetrical care (Table 1).
Table 1. Survey of 187 Pennsylvania Obstetricians
Survey questions
Often %
Order more tests than medically indicated
Prescribe
more
medications
than
medically indicated
Refer patients to other specialists in
Unnecessary circumstances
Avoid caring for high risk patients

54
59

Seldom /
never %
8
7
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25
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25

Premature Births
Over 500,000 births in the U.S. (12.3% of all births) will
occur prematurely—at or before 37 weeks gestation—in 2007.
Almost all will require extra, often intensive, medical care. Since
1983, the rate of premature birth in the United States has risen
nearly 30%, according to the March of Dimes. Additionally, out of
3.3 million full-term births in the U.S. in 2000, 2.4% of the babies
weighted < 2,501 g (low birth weight). These full-term children ring
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up higher medical costs as infants and are at higher risk for medical
problems and learning disabilities later on.55
Prematurity may be genetically determined or caused by (1)
abnormalities in the uterus or cervix, (2) preexisting health problems
in the mother, such as diabetes, hypertension, obesity, or (3)
infections including sexually transmitted diseases, urinary tract
infections, and others. Multiple births, including those caused by
obstetricians using assisted reproductive technologies such as in
vitro fertilization, account for 16% of premature births.55
Lifestyle and societal factors that raise the risk of
prematurity include smoking and drug use during pregnancy,
poverty, and the lack of prenatal care. Women working long hours
in stressful jobs may also lead to poor birth outcomes such as
prematurity and medicalized childbirth. While there are 163
countries in the world that offer paid family leave for pregnancy and
childbirth, only 40% of American workers are eligible for the 12
weeks of unpaid leave under the Family Medical Leave Act. Fewer
still actually take the time off. Unlike 96 other countries, the U.S.
has no paid-vacation law. Consequently, almost a third of American
women and a quarter of men don't get any vacation leave. While 139
other countries have minimum sick-leave laws, the U.S. does not.
Some people can lose their jobs if they get sick or if their
children get sick. In addition, almost 40% of us are working more
than 50 hours a week. One poll of young working mothers found
that lack of time is their No. 1 issue—more of a concern than Iraq
and health care.56 For example, while supervising medical residents
at LA County + USC Medical Center, I worked with several
residents in training who worked 80+ hours a week in the hospital
despite being pregnant. One of these residents had a miscarriage
while she worked on my inpatient admitting team.
In the study of planned home births by certified professional
midwives in North America in the year 2000, only 2.5% of babies
were premature by dates and only 1.1% of home born babies (60 /
5,418), including those that were premature by dates, had low birth
weights (< 2,501g)—versus 2.4% of full-term babies born in
hospitals.26 For low-risk pregnancies, this strongly suggests that
midwife-assisted care would reduce the morbidity, mortality, and
costs of prematurity in the U.S. by at least half compared with
obstetrician care.
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Cost Considerations
The website of the Center for Medicare and Medicaid
Services
(http://www.cms.hhs.gov/statistics/nhe/projections2003/t2.asp) is loaded with information about the cost of health care
broken down in almost every conceivable way. However, I could
find no estimate of the cost of childbirth in Medicaid or overall in
the U.S. despite the fact that Medicaid funds over one-third of U.S.
childbirths. After contacting several Medicaid financial analysts that
studied costs of Medicaid services, someone directed me to one of
the researchers dealing with childbirth. In my first call to this
Medicaid cost accountant, he said that he didn’t know how much
childbirth cost Medicaid in the U.S.. Apparently, no one had asked
the question before. He described in considerable detail the
complexities of the analysis of the costs. Eventually, he referred me
to Dr. Jeffery Rhoades who found data on childbirth costs in 2003,
so I could adjust it for inflation and estimate that in 2007 childbirth
will cost U.S. citizens about $33 billion of which about $11 billion
is through the Medicaid program.57, 58
Hospital costs alone for preemies will total about $24.9
billion in 2007,58 according to the March of Dimes. Added to that
are the costs of parents' lost work time and health care services for
children after the initial hospitalization.55
Researchers from the Department of Economics at Center
College in Danville, KY estimated that the average uncomplicated
vaginal birth costs 68% less in a home than in a hospital.59 Medicaid
funds nurse midwives practicing in hospitals but does not pay for
certified professional midwives to attend home births. For the 85+%
of mothers who are low risk, moving to Certified Professional
Midwives for home births could save at least $15 billion in 2007 on
the cost of childbirth while dramatically reducing medical
interventions in labor and delivery. It would also save at least $12
billion on the cost of prematurity.
Based on the childbirth statistics from The Farm20and the
registry of home births assisted by Certified Professional
Midwives26 compared with overall U.S. childbirth statistics, planned
home births for low risk mothers instead of planned hospital births
could reduce cesarean sections by 600,000 – 800,000 in 2007 and
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prevent millions of other unnecessary medical interventions. Infant
and maternal mortality would likely be reduced.
Conclusion
Home births assisted by certified professional midwives and
nurse midwives are evidence-based to be as safe or safer than
planned hospital births for low risk mothers. The poor ranking of the
U.S. in infant mortality (43rd in the world) and maternal mortality
(20th in the world) suggests that we should adopt the midwife-based
approach to childbirth popular in countries that have better
childbirth-related mortality and morbidity statistics than we do.
Since most women of childbearing age work or go to school, we
should also adopt universal family leave laws and other policies that
limit the job-related stresses for pregnant women. This would save
at least $27 billion in childbirth and prematurity costs in 2007 and
prevent 600,000 – 800,000 unnecessary cesareans and countless
other needless obstetrical interventions.
Ina May Gaskin, representing the midwifery practice at The
Farm, should join her husband as a recipient of the Right Livelihood
Award.
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Chapter 4
Weight Loss Treatments –
What Works, What Doesn’t, and Why
An epidemic has hit the United States!
The number of people of all ages becoming overweight or
obese1d in the past 40 years has skyrocketed.2-5 The “body mass
index” (BMI = weight in pounds x 703 / height in inches2; in metric
units BMI = weight in kilograms / height in meters2)’ defines normal
weight, obesity, and overweight (Table 1). Online BMI calculators
make
knowing
your
BMI
easy
1
(http://www.nhlbisupport.com/bmi/bmicalc.htm).
Table 1 Weight status according to BMI
BMI
Weight status
< 18.5
Underweight
18.5 – 24.9
Normal weight
25 – 29.9
Overweight
30 – 34.9
Obese stage 1
35 – 39.9
Obese stage 2
> 40
Extremely obese
> 50
Super obese6
> 400 pounds (BMI Super duper obese6
> 55 – 60)

Americans affected
86 million
41 million
11 million
750,000 – 1 million
140,000
– 400,000

d

Overweight is defined as having a body mass index (BMI) of 25 – 30. Obese
means BMI>30. Extreme obesity or morbid obesity is defined as BMI > 40. BMI
= weight in kilograms / (height in meters)2 or weight in pounds x 703 / (height in
inches)2
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The percentage of 6 to 11-year-old children who are
overweight increased from 4.2% in the 1960's to 15.3% in 2000. The
percentage of overweight adolescents (12 – 19 years old) also
increased from 4.6% to 15.5% (now 5 million adolescents).2, 7 A
further 23% increase in the number of overweight children and
adolescents occurred from 2000 to 2004.8 According to the Surgeon
General, "the most immediate consequence" of children being
overweight is poor self-esteem and depression.9 Indeed, a
questionnaire study showed that severely obese children and
adolescents have low quality of life scores that are on par with those
of children and adolescents diagnosed with cancer.10
In 2000, an estimated 119 million adults (64.5%) in the
United States were overweight or obese.11 Obesity in adults almost
doubled from 11.2% in 1990 to 21.0% in 2001.3 Extreme obesitya in
adults increased from 2.9% in 1988 – 94 to 4.7% in 1999 – 2000.11
By 2009, nearly 70% of the U.S. adult population will be
overweight or obese.12 According to recent trends, 9 out 10 men and
7 out of 10 women will eventually become overweight or obese in
America.13
The diet and lifestyle associated with obesity raises the risk
of morbidity and mortality from hypertension,14 type 2 diabetes,15
stroke,16 gallbladder disease,17 osteoarthritis,18 sleep apnea and
respiratory problems,19 and psychosocial impairments.20 Reducing
weight favorably influences blood lipids,21 blood pressure,22 and
control of type 2 diabetes.23 Obesity is associated with increases in
deaths from cancers of the esophagus, colon and rectum, breast,
liver, gallbladder, pancreas, and kidney. Likewise, deaths due to
non-Hodgkin's lymphoma and multiple myeloma are more likely to
occur.24, 25 Morbidly obese people have at least twice the ageadjusted death rate as people of normal weight.26 In some groups, a
6 – 12 fold increase in mortality is reported.27
In 2005, National Institutes of Health researchers stirred
controversy by reporting in JAMA that relative to normal weight
people, overweight people live longer.28 The International Journal
of Obesity will publish my editorial on this widely publicized article.
My editorial disputes the basic assumption that, compared with
people of normal weight, overweight people eat worse diets and
exercise less. “Normal” weight and underweight people may be
inactive and have poor diets. Defining “poor diet” is a big problem.
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Some overweight and obese people may have similar activity levels
and diets as some normal weight people. Consequently, I
recommended abandoning the use of BMI as a surrogate (see
Glossary) for physical inactivity and poor diet in favor of estimating
the excess deaths directly from data associating exercise with
mortality, diet with mortality, and the interaction between them with
mortality.29
Unhealthy Diets And U.S. Government Food Politics
The portions served in fast food restaurants have steadily
increased over the past 50 years as illustrated by French fries at
McDonalds Restaurants (Figure 1).30
Figure 130
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Public schools now invite McDonalds and other restaurants
serving high saturated fat, high cholesterol food to provide lunches
and snacks for their students.
The obesity epidemic has caused many people and groups to
call on the U.S. Government to take action on the problem.
Government efforts thus far involve random initiatives to increase
physical education in public schools, reducing fatty and sugary rich
and nutrient poor foods in school lunches, and provide funding for
research. No coherent strategic plan to combat the epidemic has
been devised.
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Despite all the recent attention to the epidemic of obesity in
the U.S., the government agriculture economists feel that we are still
not eating enough. Comparing the official USDA Food Pyramid
recommendations with the continuing survey of food intakes by
individuals,31 the Economic Research Service of the USDA reports
that on average U.S. residents need to eat 16% more grain, 11%
more vegetables, 41% more fruits, 35% more dairy, and 18% more
meat.32
This reflects the fundamental conflict of interest that arises
when the USDA, which supports the economic interests of food
producers, makes health recommendations.
Unfortunately, government public health agencies are no
better at advising us how to control weight and reduce health risks.
The National Institutes of Health (NIH) in 1993 convened a
“Technology Assessment Conference” that reported its findings on
“Methods for Voluntary Weight Loss and Control.” Invited experts
reported that, “in controlled settings, participants who remain in
weight loss programs typical lose approximately 10% of their
weight. However, one-third to two-thirds of the weight is regained
within one year, and almost all is regained within five years.”33
Government-Sanctioned Weight Loss Diet Treatments
Beginning in 1995, the National Heart, Lung, and Blood
Institute in cooperation with the National Institute of Diabetes and
Digestive and Kidney Diseases (divisions of the NIH) convened
another panel to apply evidence-based medicine principles to deal
with the issue of the increasingly overweight population. This panel
of 33 academics and practitioners in the field of “bariatric medicine”
(weight control) studied the issue for three years. The introduction to
the report states, “The panel has attempted to provide primary care
practitioners with recommendations regarding effective strategies to
evaluate and treat overweight and obese adults. The panel
anticipates that the recommendations also will be followed by the
large proprietary weight loss industry in the United States.”34
The panel analyzed 769 articles in the medical literature
including 394 studies of various weight loss programs. The 48
randomized trials of low calorie diets, “indicated strong and
consistent evidence that an average weight loss of 8% of initial body
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weight can be obtained over 3 to 12 months.” In the only four trials
that reported results at 3 to 4.5 years, the average amount of
sustained weight loss was 4% of body weight.34 In other words a
person who is 5 feet tall and weighs 200 pounds (BMI = 39) would
slim down to 192 pounds (BMI = 37.5) after 3 to 4.5 years. The
composition of the NIH panel’s recommended diet is shown in
Table 2.
The panel also recommended that Americans exercise at
least 30 minutes (adults) or 60 minutes (children) most days of the
week. Less than one third of adults engage in the recommended
amounts of physical activity, and 40% of adults in the U.S. do not
participate in any leisure time physical activity. Children no longer
have physical education in many schools. Compounding the
problem, 43% of adolescents watch more than two hours of
television per day.9
Table 2. NIH Low-Calorie Step I Diet
Nutrient
Recommended Daily Intake
Calories
500 to 1,000 kcal less that the usual intake
Total Fat
30% or less of total calories
Saturated Fatty Acids 8% to 10% of total calories
Monounsaturated
Up to 15% of total calories
Fatty Acids
Polyunsaturated Fatty Up to 10% of total calories
Acids
Cholesterol
300 mg or less
Protein
Approximately 15% of total calories
Carbohydrate
55% or more of total calories
Sodium Chloride
No more than 100 mmol per day
(approximately 2.4 g of sodium or
approximately 6 g of sodium chloride)
Calcium
1,000 to 1,500 mg including supplements
Fiber
20 to 30 g
What is Wrong With This Picture?
A randomized trial—the hallmark of evidence-based
medicine—is not a substitute for common sense. The database on
which the NIH panel based its dietary recommendations consisted of
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randomized controlled trials that compared two or more ineffective
diet and exercise interventions. They may have been unsuccessful to
different degrees, but they were all, nevertheless, worthless.
Situations exist where well-constructed randomized trials are
essential to determine what works and what does not, but the longterm prevention and / or treatment of obesity is not one of them. If
an obese person undergoes a change in eating and exercise habits,
drops down to the normal weight range, and maintains the normal
weight for five years, that is success! Scientific research trials to
improve the treatment of obesity do not require control groups
consisting of people that continue the lifestyle that made them obese
in the first place.
While the findings of this NIH Technology Assessment
Conference about obesity treatment were indeed based on published
evidence, they still present the following problems:
1. Diets were considered "low-fat" in these studies if
25 – 30% of total calories consumed were fat,
irrespective of whether the fat comes from plants
or animals. Plenty of diets recommending less
than 25% fat are on the market with verified
claims of long-term success. Well-designed
studies have shown that a very low-fat, high fiber,
plant-based diet can achieve long-term weight
loss without restricting calories.35-38 The panel did
not consider these diets.
2. A high fiber vegan diet need not be low in fat to
control weight (see Chapter 8).
3. Short-term weight loss (four months to one year)
is not a good indicator of the effectiveness of a
program to achieve lasting weight control.
4. Sustaining a loss of 4% of body weight over five
years may be statistically significant, but it is too
little to be dubbed "successful."
5. Reducing caloric intake by 500 – 1,000 calories
per day is not sustainable over many years for
most people.
6. The scientific evidence presented by the panel
clearly shows that the recommended step 1 low
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calorie diet does not result in long-term weight
loss.
A large study of diet and health outcomes among nurses
showed that following the USDA recommendations in Table 2 did
not prevent heart disease and cancer compared with the health
outcomes of nurses that did not follow the recommendations.39
In the area of weight loss treatments, anecdotal cases or
multifaceted treatment programs provide better leads to the best
prevention / treatment strategy concerning the obesity epidemic than
randomized trials comparing two or more worthless treatments.
Studying People Who Successfully Control Weight
Government scientists, using the “Continuing Survey of
Food Intakes by Individuals” USDA database, reported that adults
eating a high-carbohydrate diet are more likely to have Body Mass
Index values below 25. They studied diets of free-living adults in the
U.S. (i.e., no randomized trial with a control group) and found that
“diets high in carbohydrate (the higher the better) were both energy
restrictive and nutritious and may be adopted for successful weight
management.”40
Drs. James O. Hill and Rena R. Wing from the University of
Colorado and University of Pittsburgh, respectively, and their
colleagues compiled the “National Weight Control Registry” of
people who have successfully lost at least 13.6 kilograms (30
pounds) and kept it off for at least one year.41-46 To date, over 5,000
people have dropped 32 kilograms (70 pounds) and kept it off for
six years on average. Some of the weight control strategies common
to these people are a diet low in fat (averaging 24% of calories),
frequent self-monitoring of body weight and food intake, and high
levels of regular physical activity.47 The vast majority of people in
the registry eat breakfast daily.42
Disinformation Campaign Concerning “Low-Carb” Diets
Sales of low-carb products exceeded $15 billion out of the
total $40 billion weight loss industry in 2003,48 and analysts
predicted that the market for low-carb products and services would
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grow to $25 billion.49 Physicians and other scientists have joined the
ranks of low-carb proponents. “Malpractice! is how physician and
diabetes specialist Dr. Lois Jovanovic, chief scientific officer of the
Sansum Medical Research Institute in Santa Barbara, Calif.,
describes conventional high-carb nutrition advice.50 Dr. Arthur
Agatston the latest low-carbohydrate, high-protein diet, sold 4
million copies of The South Beach Diet in less than 6 months.
However, beginning in mid 2004, the popularity of low-carb
diets began to fall like a stone and by August 2005 Atkins
Nutritionals Inc filed for bankruptcy.51 While no preeminent fad diet
appears on the current horizon, industry analysts debate whether the
next fad will be a new version of low fat, or high protein, or another
novel diet. No diet industry analyst questions that a new fad will
emerge.
The U.S. Government and mainstream medical organizations
like the American Heart Association and American Cancer Society
still advocate a “balanced” diet with up to 30% of calories as fat. In
general, the public doesn’t know who to believe about the most
effective and safe diet to treat or prevent obesity, metabolic
syndrome (obesity, hypertension, high blood cholesterol and
triglycerides), and diabetes?
Based on my statistical analysis of the diets, lifestyles and
BMIs of a large group of people followed for up to nine years, my
evidence-based diet suggestions are in Chapter 8.
Drugs for Obesity
The very low FDA standard for approving drugs for
treatment of obesity favors the financial interests of the
pharmaceutical industry over public health. Based on trials lasting
no longer than two years, the FDA can determine that a drug is
effective if randomized trials show as little as a 5% reduction in
body weight (i.e., a loss of 10 pounds in a 200 pound person). In all
of the drug trials, the maximum weight loss occurs at about six
months. By one year, one-third to two-thirds of the lost weight is
regained. By five years, participants regain virtually all of the
weight.4
Several stimulant drugs have been approved for short-term
(“a few weeks”) treatment of obesity. They are in the same
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pharmacological class as cocaine or methamphetamine (“speed”)
and work by decreasing the appetite and increasing metabolism.
Common side effects of these drugs are attributable to stimulation of
the sympathetic nervous system (“flight or fight”) and include
anxiety, insomnia, irritability, nervousness, increase heart rate,
palpitations, and increased blood pressure.52 Vigorous, welldesigned long-term studies have never been done to determine the
safety of these drugs.
Phentermine, sold as Adipex, Fastin, Ionamin, Plegine,
Prelu-2, and Sanorex has been on the market for over 20 years.
Beginning in the early 1990s, it was frequently combined with
fenfluramine (Pondimin) or dexfenfluramine (Redux) in the
notorious “phen-fen” combination. In 1997, the FDA withdrew the
approval for fenfluramine and dexfenfluramine due to a large
number of cases of heart valve damage and hypertension in the lung
arteries—sometimes fatal and sometimes requiring surgery. Doctors
were writing about 10 million phen-fen prescriptions per year at that
time.4 Although the FDA approved phentermine, fenfluramine, and
dexfenfluramine only for short-term use, in the phen-fen
combination, many obese people used phen-fen for years. The
average phen-fen user lost only 3.1 pounds in four years.53, 54
American Home Products, the maker of fenfluramine (Pondimin) or
dexfenfluramine (Redux), agreed to pay $3.75 billion to people who
took Redux or phen-fen.55
About 40 years after FDA approval, phenylpropanolamine,
another stimulant, was removed from the market in 2000 due to an
increase in the rate of hemorrhagic strokes in women.56-58 Other
stimulant weight loss drugs FDA-approved for short-term treatment
of obesity include phendimetrazine (Bontril), benzphetamine
(Didrex), and diethylproprion (Tenuate). It is probably only a matter
of time before studies show that more of the stimulant drugs
increase the risk of serious adverse effects.
Sibutramine (Meridia)
In 1997, the FDA approved sibutramine (Meridia), a
stimulant drug, for use up to two years. By 2002, 8.5 million people
had taken Meridia.59 Maximum weight loss, averaging about 10
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pounds more than placebo, occurs at six months, and patients
subsequently gain back weight.
Prior to its approval in 1997, an FDA advisory committee
voted five to four that the benefits of Meridia did not outweigh the
risks. The FDA medical officer who reviewed the drug wrote that
“Meridia has an unsatisfactory risk-benefit ratio and therefore this
reviewer recommends non-approval of the original submission.”
The advisory committee and the FDA medical officer worried that
Meridia significantly increased blood pressure and heart rate in
many people.60 Due to political pressure from the pharmaceutical
industry, however, the FDA approved the drug anyway.
The Public Citizen Health Research Group (HRG) sent a
petition to the FDA in 2002 calling for an immediate recall of
sibutramine (Meridia) because of documented deaths in young
patients taking the drug. HRG noted the lack of clinical efficacy of
Meridia and its side effects of increased blood pressure, heart rate,
and abnormal electrocardiograms. The petition said that an average
weight loss of about 5% of the body weight maintained for up to two
years was unproven to favorably affect the morbidity or mortality of
obesity. HRG declared that Meridia is “an imminent hazard to
public health.”61 Dr. David Graham, FDA drug safety officer who
said his agency is "virtually incapable of protecting America" from
unsafe drugs, included Meridia in his list of five drugs that should be
immediately withdrawn from the market.62
Representatives of Knoll Pharmaceuticals responded that it
had met the FDA’s criteria for efficacy of an obesity drug. They
argued that any requirement for longer-term efficacy data would
result in fewer obesity drugs approved by the FDA. They countered
that reported deaths of obese people taking Meridia (2 per 100,000
per year) were almost 200 fold lower than the expected rate of
deaths in obese people (390 per 100,000 per year). They did
acknowledge that deaths associated with Meridia were probably
underreported.59 Knoll Pharmaceuticals won this money driven
battle.
Oristat (Xenical)
The FDA approved oristat (Xenical) for weight loss in 1999.
It works by interfering with the adsorption of dietary fat in the
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gastrointestinal track. Common adverse effects include increased
bowel movements, incontinence of stool, urgency to move bowels,
increased flatulence (gas), oily stool, and oily rectal leakage.63
Reflecting the very low standard of efficacy required for FDA
approval, randomized trials showed that after two years of treatment,
40% of oristat-treated patients vs. 24% of placebo recipients lost at
least 5% of baseline weight. Safety and efficacy beyond two years
of therapy have not been established.63 A review of Xenical for
treatment of obesity sponsored by the National Health Service in
Great Britain concluded that the statistically significant weight loss
documented in randomized trials may not be clinically significant.64
Oristat manufacturer, Glaxo, received FDA approval for selling the
drug without a prescription. Financial analysts predict over $1
billion in sale in 2007.65
Zonisamide (Zonegran) and topriamate (Topamax)
Zonisamide (Zonegran) and topriamate (Topamax) are
seizure medications that were serendipitously found to cause weight
loss.66, 67 The FDA approved Zonegran, made by Elan
Pharmaceuticals, in 2000 for seizures that were uncontrolled with
other medications. Significant weight loss associated with Zonegran
surprised both patients and investigators. Adverse effects included
fatal skin rashes, life threatening blood conditions called “aplastic
anemia” and “agranulocytosis,” severe depression, suicide attempts,
psychosis, kidney stones, decreased kidney function, major
difficulties with concentration, somnolence, and fatigue. People
taking this drug should not drive a car or operate machinery.
Zonegran causes birth defects in mice, rats, and dogs and is,
therefore, considered a potential cause of birth defects in people.66, 67
Topamax also causes central nervous system adverse effects
such as somnolence, difficulty concentrating, confusion, and
dizziness. It may also cause kidney stones and uncomfortable touch
sensations called “parasthesias.”67 Despite Topamax’s narrow
indication as a second-line treatment of seizures, its gross sales
increased by 79% between 2000 and 2001 to reach almost $400
million.68 Most of the sales of Topamax and Zonegran are for the
“off label” indication of obesity.
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Subsequently, a randomized trial showed that obese people
lost an average of 12 more pounds more than those taking a placebo
in 16 weeks.69 Because of the potential to increase drug company
income, more randomized trials are now ongoing to evaluate
Zonegran and Topamax as weight loss medications and to seek FDA
approval for this indication. The severity and frequency of adverse
effects with these drugs should preclude them from FDA approval
for weight loss.
Fraud in Promoting Weight Loss Pills
Fraud in the weight loss pill industry is another big issue.
Recently, three leading manufacturers of weight-loss medications
have been hit with false-advertising verdicts in the millions of
dollars. A fourth has been rebuked by a federal judge for hiding
evidence. The Missouri attorney general and a group of district
attorneys in California have brought more false-advertising suits
against manufacturers.70
Surgical Treatment of Obesity
For about 20 million obese people with Body Mass Indices
(BMI) greater than 40 or BMI greater than 35 in people with
obesity-related health conditions, the National Institutes of Health
(NIH) Consensus Conference in 1992 sanctioned bariatric surgery
(operations to decrease weight).71 The gastric bypass operation has a
severe complication rate of about 10% – 20%, and about 1% – 2%
of patients die within 30 days of the surgery. America has between
750,000 – 1 million “super-obese” people (BMI >50) who have
much higher rates of complications and are 10 times more likely to
die from bariatric surgery than those who are just morbidly obese
(BMI 35 – 50).
According to the National Institutes of Health, 10% to 20%
of patients need additional surgery for complications, and nearly
30% develop nutritional deficiencies that lead to conditions like
anemia and bone loss.72 Plus, bypass surgery means a permanent
lifestyle change for patients who will be paying for and taking
special life long supplements of multivitamins, vitamin B12, iron,
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and calcium and possibly other nutrients for the rest of their lives
and eating frequent, tiny meals.73
Obesity-related medical problems allegedly helped by
bariatric surgery include type 2 diabetes,74 asthma,75 sleep apnea,76
hypoventilation,77 and high blood lipids.78 Hypertension may78 or
may not79 be helped by surgery. Other benefits observed in some
patients after surgical treatment include improved mobility and
stamina. Many patients note a better mood, self esteem,
interpersonal effectiveness, and an enhanced quality of life.80 They
are able to explore social and vocational activities formerly
inaccessible to them. Self body image disparagement decreases.81
Whether weight loss from surgery will reduce mortality has not been
determined.79
Adolescents82 and people over 55 have undergone bariatric
surgery.83 Many bariatric surgery procedures are now done
laproscopically (with a flexible tubular instrument inserted into the
abdomen through a small incision) rather than with major abdominal
surgery.84
Mean percent weight loss 18 – 24 months after surgery
ranges from 19% – 26% of body weight. Subsequently, patients gain
weight. After the initial weight loss, gaining five pounds per year is
not uncommon.72
No good objective criteria have emerged to guide the
selection of candidates for bariatric surgery.73 No reliable
psychological predictors of success have been identified.85 Likewise,
there are no well-established criteria for determining which
morbidly obese people should not have bariatric surgery. In 1998,
National Heart, Lung, and Blood Institute in cooperation with the
National Institute of Diabetes and Digestive and Kidney Diseases
(both departments of the NIH) issued an evidence report titled, “The
Clinical Guidelines on the Identification, Evaluation, and Treatment
of Overweight and Obesity in Adults.” These bariatric surgery
experts from the government and private sector concluded that
morbidly obese people should be candidates for operations.34
Accordingly, the position of the American Society for Bariatric
Surgery is the following:
Patients whose BMI exceeds 40 are potential
candidates for surgery if they strongly desire
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substantial weight loss, because obesity severely
impairs the quality of their lives. They must clearly
and realistically understand how their lives may
change after operation. In certain circumstances, less
severely obese patients (with BMI’s between 35 and
40) also may be considered for surgery. Included in
this category are patients with high-risk co-morbid
conditions such as life threatening cardiopulmonary
problems (e.g. severe sleep apnea called the
"Pickwickian
syndrome,"
obesity
related
cardiomyopathy, or severe diabetes mellitus). Other
possible indications for patients with BMI’s between
35 and 40 include obesity-induced physical problems
that
are
interfering
with
lifestyle
(e.g.
musculoskeletal or neurologic or body size problems
precluding or severely interfering with employment,
family function and ambulation).73
Basically, everyone with BMI between 35-40 would have
obesity associated medical problems that could qualify them for
surgery. The number of bariatric surgery operations per year has
been increasing exponentially. According to the American Society
for Bariatric Surgery, about 170,000 surgeries for treatment of
morbid obesity were performed in 2005. In February 2006,
Medicare approved payment for bariatric surgery for treatment of
obesity. Approximately 90% of Medicare beneficiaries who
currently receive bariatric surgery are under 65 and are categorized
as Disabled under the Social Security Act. More private insurance
companies are expected to cover bariatric surgery now that
Medicare has done so.86 With a boost from Medicare coverage, the
number of bariatric surgeries will probably swell to over 250,000 in
2007.
In this era of managed care, insurance companies often
decide who will receive bariatric surgery and who will not. A study
from one bariatric treatment center reported that the percentage of
African Americans denied surgery was significantly greater than the
percentage of Caucasians.87 Since insurance carriers and government
insurance programs are paying for bariatric surgery, discrimination
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against racial, ethnic, or other groups or people for financial or other
reasons may become a civil rights issue.
Cost Considerations
The Surgeon General estimated the cost of obesity (adjusted
for inflation to 200788) in the United States at more than $192 billion
($100 billion direct medical costs and $92 billion from loss of
productivity).9 Most of the medical costs associated with obesity are
due to type 2 diabetes, coronary heart disease, and hypertension.89 In
2007, consumers will spend an additional $48 billion on diet
products and programs, trying to lose weight or to prevent weight
gain.12, 90
Instead of research evidence, mass media advertising drives food
preferences in the U.S.. The food industry spends about $36 billion
per year on direct media advertising and indirect marketing.91
By comparison, the U.S. Department of Health and Human
Services devotes about $2 million per year to its campaign to
encourage people to eat at least five servings of fruits and vegetables
per day.92 Based on evidence from the USDA Continuing Survey of
Food Intakes by Individuals,93 my analysis of the DCCT database
(see Chapter 8), the National Weight Control Registry,94 and
numerous programs with long-term success in weight control,35-38 a
public health program to encourage U.S. residents to switch to a
more plant-based diet is needed to address the epidemic of obesity.
The food industry has used its resources to block this so far.
In addition to lobbying and advertising, funding public education is
a particularly pernicious method the food industry has used to
increase profits. You may remember the “Four Basic Food Groups,”
an idea that has now been discredited by the U.S. Department of
Agriculture but was widely accepted dogma for many years. The
American Dairy Council developed and promoted the “Four Basic
Food Groups” in its role as nutrition curriculum provider for U.S.
schools. Neither science nor altruism inspired the Dairy Council to
pay millions of dollars to produce and distribute nutrition education
curriculum to schools nationwide. It served as advertising to sell
more dairy products. For decades, the first thing millions of children
learned about diets and nutrition as eight-year-olds was to include
milk or butter or cheese or other dairy products at every meal. This
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propaganda worked well for dairy industry profits but not for the
public health.
Dr. Dean Ornish’s one-year program combining very low fat
(10% of calories), high fiber, plant-based diet with exercise, stress
management, and group support costs $7,200 for cardiovascular
disease patients.95 A side effect of the program is losing 22 pounds
in the first year on average without hunger. Several insurance
companies now cover this program for their clients. Medicare and
Medicaid continue to refuse coverage of the program 14-years after
a well designed and executed randomized trial showed better results
than standard treatments of coronary disease and obesity.96 These
government agencies ignore the scientific evidence and bow to the
political and economic pressures of agribusiness, pharmaceutical
companies, the medical device industry, the American Society for
Bariatric Surgery, and the rest of the medical establishment.
Due to the FDA approving Xenical as an over-the-counter
medication,65 the market for obesity drugs is projected to be about
$2 billion in 2007 (see Table 3).65
Bypass surgery as a treatment of morbid obesity costs
between $30,000 – $40,000 if there are no complications.72, 97-101
Serious complication necessitating hospitalization for a month or
more (between 10% – 20% of patients) could easily cost an
additional $300,000.6 With an estimated 250,000 Americans having
this surgery in 2007, the cost $15 billion – $25 billion.
About 20 million American adults can be currently
considered candidates for bariatric surgery.11 If all bariatric surgical
candidates underwent operations, about 200,000 – 400,000 would
die of the complications in the first month and it would cost $1.2 –
$2.0 trillion, at least three times the yearly cost of Medicare.102
Bariatric surgery does not lower pharmacy costs compared with
conventionally treated obese patients.103 No published study shows
any reduction in health care costs after extremely obese people have
bariatric surgery.
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Table 3. Drugs prescribed for weight loss.
Drug
Cost
Tablets /
range
strength
per
month
Generic
$35,104 30 / 37.5
phentermine
$89,105 mg
$49,104
$14910

Average
weight
loss
(pounds)
4.4 – 22107

Gross Sales
200168
($millions)
?

6

Phendimetrazine
(Bontril)
Generic
Phendimetrazine
Benzphetamine
(Didrex)
Diethylproprion
(Tenuate)
Generic
Diethylproprion
Sibutramine
(Meridia)

$18,108
$79109
$16,108
$95110
$82,
$98111
$93,112
$99113
$74,114
$99115
$105,1
16

$16511

90 /
mg
90 /
mg
90 /
mg
30
75mg
30
75mg
30 /
mg

35 4.4 – 22107

?

35 4.4 – 22107

?

50 4.4 – 22107

?

/ 4.4 – 22107

?

/ 4.4 – 22107

?

15 64

$164

90 / 120 13118-120
mg

$202

90 / 100 1269
mg
60 / 200 13123
mg

?

7

Oristat (Xenical)

$106,1

17

$16611
6

Zonisamide
(Zonegran)
Topriamate
(Topamax)

$16912
1

$194,1
14

$22512

$393

2
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A Diet Lesson From Cuba
A major economic depression in Cuba due to the fall of the
Soviet Union in 1989 illustrates the effect of a plant-based diet on
the incidence of obesity. Beginning in 1989, Cuba reduced its
petroleum consumption by about 50% because Russia no longer
traded oil for sugar. Consequently, imports of meat, chemical
fertilizers, pesticides, and animal feeds dramatically declined.
Cubans also had no more cheap gas for car travel. They markedly
increased their walking, biking, and use of public transportation.
Gardens sprang up everywhere. Now, approximately one third of the
food eaten by people in Havana is grown within the city limits of
Havana. No one starves because everyone receives a food ration
from the government. Those with access to U.S. dollars from
relatives or the tourist industry can buy meat, dairy, and eggs in
local markets, but they are quite expensive.
On a trip to Cuba in 1999, I met with a physician who
showed me data concerning the nutritional intake of Cubans since
the 1960s. In 1989, the average Cuban ate 80 grams of fat per day,
most of which was animal fat (compare with the current average of
74.2 grams of fat per day in the United States31). By 1993, the
average Cuban ate only 29 grams of fat per day, almost all of which
was from plant-based foods.
In my three weeks in Cuba, I saw plenty of obese tourists but
only a few obese natives. Remarkably, I saw hundreds of children
and not one was overweight or obese. My physician friend also
showed me data demonstrating that the rapid rise in deaths from
coronary artery disease that had occurred since the Cuba revolution
in 1959 had leveled off since 1989.
Our animal-based diet in the United States depends primarily
on cheap oil. Each calorie of food that U.S. residents consume
requires about 10 calories of energy from petroleum products.124
Animal products are much more petroleum intensive than food from
plant sources. Because Cuba’s food supply is much less dependent
on imported petroleum that is the U.S. food supply, we have much
less food security than Cuba.
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Conclusion
The National Institutes of Health weight loss diet (Table 2)
does not work for long-term weight control. Ineffective commercial
diet therapies and products based on these NIH recommendations
and low carbohydrate weight loss diets such as the Atkins Diet,
South Beach Diet, Zone Diet, Heller Diet and whatever new diet fad
that emerges will cost Americans about $48 billion in 2007.12
Programs using a primarily plant-based diet with exercise have
shown long-term weight loss of greater than 15% of body weight.3538

The low standard required for weight loss diet drugs by the
FDA results in FDA approval for medications that produce shortterm weight loss averaging about 10 pounds and no significant longterm weight loss. Side effects (including fatal reactions) of these
drugs are not appropriately monitored by the FDA. Diet drugs will
cost U.S. residents about $2 billion in 2007.65
Bariatric surgery for people with BMI greater than 40 or
greater than 35 associated with obesity-related health risks causes
reductions of 19% – 26% of body weight at 18 – 24 months
followed by weight gain of about five pounds per year.72, 73 A
benefit on mortality by stomach bypass or banding operations has
not been shown. Bariatric surgery has not been shown to be more
effective than a high complex carbohydrate, high fiber, low fat diet
combined with at least an hour per day of aerobic exercise. The cost
of bariatric surgery ($15 – $25 billion in 2007) is unsustainable.
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Chapter 5
Cholesterol Lowering Pills –
Fat-City for Drug Company Profits
Your blood test shows that your low-density lipoprotein
cholesterol (LDL-cholesterol) is 140 and your doctor wants you to
immediately begin taking the statin drug atorvastatin (Lipitor), a
cholesterol-lowering drug, to lower it. Your physician explains that
lowering your cholesterol will reduce your risk of a heart attack that
may be fatal. She says that you should also follow the National
Cholesterol Education Program (NCEP) Guidelines in changing
your diet. Even with a discount on-line pharmacy, one month of
Lipitor tablets will cost you $95.1 No generic exists. You receive
about $900 per month from Social Security and a $300 per month
pension. The new Medicare prescription drug coverage you began in
January 2006 will not help you much. Your monthly out of pocket
cost for the Lipitor would be $39.38 and your new monthly
premium cost is $35.2 Lovastatin, the generic equivalent for the first
FDA approved statin drug Mevacor, costs $62 per month.3 It is now
available over the counter, so the new Medicare prescription drug
benefit will not help you pay for it. If you earn less than 150% of the
federal poverty income level (i.e., $1,164 per month), then you
would qualify for additional assistance from Medicaid.
Unfortunately, your total income is too high. What do you do?
You might begin by asking your doctor for the evidence that
taking Lipitor or generic lovastatin or any other statin will reduce
your chances of dying or having a heart attack. Your doctor may
quote a recent study in the medical literature finding Lipitor reduced
LDL-cholesterol by 42%. The study concluded that Lipitor treated
63

patients had statistically significantly fewer heart attacks and deaths
than those treated with pravastatin (Pravacol).4
You might consult the Physicians’ Desk Reference and find
that the FDA approves Lipitor “as an adjunct to diet to treat primary
hypercholesterolemia (high total cholesterol and LDL-cholesterol),
high triglyceride levels, and other lipid disorders.”5 This carefully
worded statement does not say that Lipitor causes you to live longer
or better. Given the prospect of paying about 6% – 8% of your
income for this drug for the rest of your life, you might wonder what
evidence prompted the National Cholesterol Education Program to
recommend a statin drug in addition to diet and exercise for your
condition.
National Cholesterol Education Program (NCEP) Guidelines
In May 2001, the National Institutes of Health (NIH) issued
the latest major revision of the guidelines for diagnosing and
treating people with hyperlipidemia and / or risk factors for death
from coronary artery disease. NIH scientists expected the new
guidelines to substantially expand the number of Americans treated
for high cholesterol; they projected an increase in the number
recommended for dietary treatment from about 52 million to about
65 million and an increase in the number recommended to take a
cholesterol-lowering drug from about 13 million to about 36
million.6 The treatment guidelines now call for lipid-lowering drugs
to be prescribed for the following:
1. About 12 million people with known coronary
artery disease
2. About 14 million people with type 2 diabetes
without diagnosed coronary disease
3. About 10 million people with two or more
coronary disease risk factors and LDL-cholesterol
of greater than 130 mg / dl or 0 – 1 risk factors
and LDL-cholesterol of greater than 160 mg / dl
While more U.S. residents are now on lipid-lowering
medication, the increase has been much less than anticipated—
about 14 – 17 million Americans will take the pills in 2007.7-9 The
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new NCEP guidelines suggest that all people at risk for coronary
disease change their diets and increase their amount of regular
exercise. Table 1 shows the nutrient components of the NCEP
Therapeutic Lifestyle Change diet.
Table 1. NCEP Recommendations for the Therapeutic Lifestyle
Change Diet6
Component
Recommendation
Calories (energy)
Adjust total caloric intake to
maintain desirable body weight,
prevent weight gain
Polyunsaturated fat
Up to 10% of calories
Monounsaturated fat
Up to 20% of calories
Saturated fat
Up to 7% of calories
Total Fat
25% – 35% of calories
Cholesterol
Up to 200 mg per day
Carbohydrates
50% – 60% of calories
Dietary fiber
20 – 30 grams per day
Protein
Approximately 15% of calories
Physical Activity
Include enough moderate exercise
to expend at least 200 kcal per
day
Since all the lipid-lowering drug trials used control groups
assigned to consume a NCEP-type diet such as those endorsed by
the American Heart Association (AHA), it is crucial to know the
effectiveness of NCEP-type diets. If the NCEP diet is not effective,
all the lipid-lowering drug trials are scientifically flawed.
What is the evidence concerning the effectiveness of the
NCEP-type diet?
A meta-analysis of all published reports of therapeutic
lifestyle change diets shows that the AHA Step 1 diet lowers total
cholesterol by 3% on average and the AHA Step 2 diet lowers it by
6%.10
Does this very small reduction in serum lipids make any
clinical difference in the risk of having heart attacks or dying?
No!
A meta-analysis of 27 studies (30,902 person years of
observation) showed no significant difference in morbidity or
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mortality of subjects on NCEP-type diets (AHA Step 1 or 2 or other
moderately low fat diets) versus those on regular diets.11 From a
public health standpoint, the NCEP diet is worse than ineffective; it
causes harm because it keeps many people from receiving
potentially worthwhile dietary advice.
Even a slightly more ambitious dietary intervention failed to
reduce morbidity or mortality. In the “Women’s Health Study,” the
largest ever randomized trial studying health risks of women, a
modest reduction in dietary fat intake did not decrease rates of
cardiovascular disease, breast cancer, or colon polyps. Women in
the experimental group attempted to reduce their consumption of fat
to 20% of total calories, but continued to eat meat, dairy products,
and eggs. On average, saturated fat remained about 10% of calories
and dietary fiber intake remained low (18g / day). By the 6th year of
the trial, the experimental group averaged 29% of calories as fat
versus 36% for the control group. At the beginning of the trial, 74%
of the women (ages 50 – 69) were overweight or obese and that
changed negligibly after eight years.12-14
Unfortunately, all of the randomized trials of cholesterol
lowering pills used the wrong control group diet. While the NCEP
30% fat diet and the Women’s Health Study “low fat” diets do not
work, randomized trials and observational studies confirm that lowfat vegan or nearly vegan diets are evidence-based to lower
cholesterol and reduce CAD deaths and complications. The drugcompany-employed researchers needed to use the ineffective NCEPlike diets in the drug trials in order to show that statins and other
cholesterol-lowering pills reduce deaths and complications of CAD.
These ineffective diets assured enough deaths and complications of
CAD in the control groups to allow the drugs to statistically
significantly reduce the morbidity and mortality.
What is the evidence about diets that are effective for CAD?
Diets That Work to Reduce Heart Disease
In 2003, JAMA published a randomized trial comparing a
low saturated fat diet based on the NCEP, the same diet plus
lovastatin (Mevacor), and the “portfolio diet” (an almost vegan diet
high in fiber, soy protein, and almonds). The reductions in LDLcholesterol with the NCEP-type diet alone, the NCEP-type diet with
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Mevacor, and the portfolio diet were 8%, 31%, and 29%,
respectively. The NCEP-type diet alone did very little, and the
portfolio diet worked as well as the NCEP-type diet plus Mevacor.15
Given the results of this trial, why are we spending tens of billions
of dollars per year for statins and other lipid-lowering drugs?
Besides the portfolio diet,15, 16 several low-fat, high fiber diet
and exercise programs reduce LDL-cholesterol by 25% – 35%,
including the programs of Dean Ornish, MD,17 John McDougall,
MD,18 Robert Pritikin,19 and Terry Shintani, MD.20 No published
study has shown that any statin or other lipid-lowering drug reduces
LDL-cholesterol significantly below the reduction caused by any of
these diet and exercise programs. Furthermore, it has never been
shown that lipid-lowering drugs add any clinical benefit to plantbased diets plus exercise alone.
The Dr. Dean Ornish program of diet, exercise, meditation,
and group support without cholesterol-lowering drugs reduced the
incidence of adverse cardiac events over five years by 60%.21 Most
of the patients in the control group of that randomized study
consumed an NCEP-type diet and took statins (see Chapter 9).
Realizing that all the lipid-lowering drug trials are flawed
because they used ineffective diets in the control group, you may
want to skip the following analysis of the lipid-lowering drug
literature. Or you might want to read only about the specific drug
that you take. However, you should be aware of the toxicities of the
lipid-lowering drugs described near the end of this chapter.
Physicians and other scientists may be interested in all the tricks
used in the trials described below designed to bring the drug
companies enormous profits.
Statin Drug Treatment for Reducing Coronary Disease
Concerning the treatment of people with high blood lipids
and no established coronary disease, the NCEP guidelines state the
following:
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Evidence statement: Benefit of Cholesterol Lowering on Mortality in
Primary Preventione
Primary prevention trials using statins show a
significant decrease in coronary heart disease
mortality, no increase in non-coronary disease
mortality, and a strong trend toward lower overall
mortality. Because of the lower proportion of deaths
that are due to coronary heart disease in primary
prevention trials (relative to secondary prevention
trials) the latter trend is not significant.6
In other words, in hyperlipidemic people without evidence of
existing coronary disease, statins are not evidence-based to reduce
the risk of death. The trials involving statins for primary prevention
of coronary artery disease complications had durations averaging
only about five years. The life expectancy of 30 – 70 year old
hyperlipidemic people may range from about 10 – 40 years.
Randomized trials lasting 20 – 40 years have not and will not be
done to discover the long-term effects of these drugs. Unfortunately,
studies are not ongoing to assess the long-term risks of these drugs.
Concerning people who have already had a diagnosis of
coronary heart disease due to a heart attack or the development of
angina (i.e. needing secondary preventionf), the NCEP guidelines
recommend statins with more confidence:
Evidence statement: Benefit of Cholesterol Lowering on Mortality in
Secondary Prevention
The benefits of cholesterol lowering on longevity are
particularly clear in coronary heart disease patients
e

Primary Prevention: Attempts to reduce risk of a disease process that has not
already begun; for example, reducing coronary artery disease risk factors in
people with high LDL-cholesterol or hypertension but who have not yet
developed a heart attack or angina
f
Secondary prevention: Attempts to reduce risk of a disease process that has
already begun; for example, after the diagnosis of coronary artery disease is
confirmed by the presence of angina, risk factor reduction (stopping smoking,
increasing exercise, and reducing saturated fat intake) programs attempt to prevent
heart attacks and coronary-related death.
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and other high-risk populations due to their high
short-term mortality rates when left untreated and to
the high proportion of those deaths caused by
coronary heart disease.6
In the case of secondary prevention of coronary disease
death and other cardiovascular complications, several questions
concerning drug treatment arise:
1. Do the randomized trials provide state-of-the art
lifestyle change interventions for both the drugtreatment group and the control group?
2. Are the results applicable to people currently
living in the United States?
3. Are alternative treatments more effective, less
risky, and less expensive?
4. As in the primary prevention trials, what are the
effects of statins after the first five years?
5. If safe and effective alternatives exist, are statin
drugs worth the high cost to individuals and to
society?
Let us keep these questions in mind as we evaluate the
evidence considered by the FDA when they approved each of the
statin drugs.
Evidence-basis for FDA Approval of Lovastatin (Mevacor)
In the Reagan-era anti-regulatory climate, the FDA approved
lovastatin (Mevacor) in 1987 based on a surrogate endpoint (i.e.
improving results of a serum cholesterol test rather than reducing
mortality, decreasing cardiovascular events, or enhancing quality of
life). Compared with placebo pills, lovastatin lowered the lowdensity lipoprotein cholesterol by 34% – 39%. It also lowered total
cholesterol and triglycerides, and raised the HDL-C (the “good”
cholesterol).22, 23 Based on randomized trials involving only a few
hundred patients and laboratory endpoints rather than clinical
outcomes, Merck launched a $1 billon per year blockbuster drug.
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When students and medical residents asked me in my
outpatient clinic in the early 1990s what I thought of prescribing
Mevacor, I pointed them to a passage buried in the fine print of the
Physicians’ Desk Reference: “the effects of lovastatin on morbidity
or mortality of cardiovascular disease have not been determined.”
With that much profit from Mevacor, Merck could afford to
invest in further studies in hopes of showing that it actually helped
people in addition to making lab tests look better. However, in 1991,
the Expanded Clinical Evaluation of Lovastatin (EXCEL) study of
8,245 patients only confirmed that lovastatin significantly lowered
total and LDL-cholesterol; results of the larger study did not support
claims that it reduced cardiac events, and thus lovastatin did not gain
any clinical indications to put on the label.24-29
In 1993, the Monitored Atherosclerosis Regression Study
with 270 patients randomized between lovastatin and placebo
reported the change in the overall blockages in the coronary arteries
over a two-year period. Average blockages increased 2.2% in
placebo recipients and increased 1.6% in those taking lovastatin.
The difference, however, was not statistically significant (P > 0.20).
Still the FDA approved of a change in the Mevacor label that said,
“lovastatin is indicated to slow the rate of progression of coronary
artery disease.”30 However, a troublesome qualifying statement was
also included in the package insert label and Physician’s Desk
Reference (PDR) regarding lovastatin: “Most subjects in the
angiographic studies were middle aged men; therefore, it is not clear
to what extent these data can be extrapolated to women and the
elderly.”31
To expand the clinical indications further and delete the
statement about uncertain effects on women and the elderly, Merck
sponsored the Air Force / Texas Coronary Atherosclerosis
Prevention Study (AFCAPS / TexCAPS).32-34 Researchers designed
AFCAPS / TexCAPS to test whether lovastatin could reduce
coronary events (i.e. sudden cardiac death, fatal and nonfatal
myocardial infarction, and unstable angina) in people with LDLcholesterol (130 to 190 mg / dl) and no evidence of coronary artery
disease.
The investigators prescribed the American Heart Association
Step 1 Diet (total fat < 30% of calories, saturated fat < 10% of
calories, cholesterol < 300 mg / day) to 6,605 men and women, ages
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45 to 73 years and then randomized them in equal numbers to either
lovastatin (20 – 40 mg / day) or placebo pills. After an average
follow-up of 5.2 years, lovastatin reduced the incidence of first
coronary events (myocardial infarction, unstable angina, coronary
revascularization procedures) by 25% (215 versus 163 coronary
events).33 Based on the AFCAPS / TexCAPS, the FDA approved
lovastatin in 1999 for the primary prevention of coronary heart
disease in patients without symptomatic cardiovascular disease who
have moderately elevated total cholesterol and LDL-cholesterol and
below average HDL-C.35
Three years after reporting the reduction of cardiovascular
events in AFCAPS / TexCAPS in the prestigious JAMA and one
year after receiving the new indication, the Merck researchers
published the overall death rate in the much less prominent
American Journal of Cardiology. Lovastatin was associated with a
4% increase in the overall death rate (80 patients were receiving
lovastatin and 77 receiving placebo).34 The most important reason to
take a statin is to live longer, and lovastatin failed to prolong
survival in this critical trial.
Evidence-basis for FDA Approval of Simvastatin (Zocor)
After reaping billions of dollars from Mevacor, Merck
consolidated its dominance of the lucrative statin market in 1994 by
launching simvastatin (Zocor) through the publication of the
Scandinavian Simvastatin Survival Study (4S). In that 5.4-year
study of 4,444 men and women with high LDL-cholesterol and
known coronary artery disease (i.e. a previous heart attack, or
angina), treatment with simvastatin reduced overall risk of death by
30% due to a 42% decreased risk of death from coronary artery
disease.36 Suddenly, simvastatin became the only member of the
statin medication family proven to save lives overall and prevent
heart attacks in patients with high cholesterol and coronary heart
disease.
The Merck researchers undoubtedly chose Finland for this
important trial because men in Finland had the highest rate of death
from coronary artery disease in the world and about twice the
coronary disease death rate of men in the United States.37, 38 The
Finnish diet greatly exceeded the U.S. diet in saturated fats and
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cholesterol at the time of the Scandinavian Simvastatin Survival
Study.39 Again, the 4S study protocol called for consuming no more
than 30% of calories as fat without reference to plant-based or
animal-based foods. Again, compliance with diet was not measured.
The benefits of simvastatin could only be statistically proven
if the placebo group had a high death rate. That could be best
accomplished by keeping the dietary saturated fat and cholesterol
high and the exercise level low. A randomized trial of simvastatin in
hypercholesterolemic coronary artery disease patients in the USA
would have probably failed to show the benefit of simvastatin in
America because, relative to Finland, the death rate in the placebo
group would have been too low.
The Medical Research Council / British Heart Foundation
Heart Protection Study randomized 20,536 UK adults (aged 40 – 80
years) with coronary disease, other major artery blockages, or
diabetes to receive daily simvastatin or placebo. Simvastatin reduced
all-cause mortality in 5 years (12.9% deaths with simvastatin versus
14.7% with placebo; P = 0.0003), due primarily to a highly
significant 18% reduction in the coronary disease death rate.40 Had
the patients adhered to a plant-based diet this 1.8% difference in
deaths would probably have disappeared.
Evidence-basis of FDA Approval for Pravastatin (Pravacol)
Bristol-Myers Squibb, the producer of pravastatin
(Pravacol), funded a randomized trial called “The West of Scotland
Coronary Prevention Study.” Like AFCAPS / TexCAPS involving
lovastatin (Mevacor) and placebo,32-34 pravastatin was compared
with placebo for the prevention of coronary disease in subjects
without previous heart attacks.41 After an average follow-up period
of 4.9 years, the West of Scotland Coronary Prevention Study
reported that the placebo group had significantly more heart attack
deaths (61 versus 41, P = 0.042) and overall deaths than in the drug
treatment group (135 versus 106, P = 0.051).41
In April 1996 when the FDA approved pravastatin,42 the
New York Times and many other newspapers reported the results of
this study on the first page. Pravastatin (Pravacol) became another
blockbuster drug, grossing over $1 billion per year. My internal
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medicine residents and students in clinic wanted to know why I did
not want all my hyperlipidemic patients on pravastatin.
My question was this: why did the West of Scotland
Coronary Prevention Study achieve markedly different overall
survival rates favoring pravastatin compared with no survival
benefit with lovastatin (Mevacor) in the AFCAPS / TexCAPS (80
deaths with Mevacor and 77 with placebo)? On closer inspection, a
methodological trick and the high animal fat Scottish diet accounted
for the difference. In the Scottish study, subjects who succeeded in
lowering their LDL-cholesterol below 155 with diet alone were
excused from the trial and not randomized. In other words, the
researchers did not want subjects who complied with their advice to
lower the dietary saturated fat and cholesterol. This resulted in a
much higher average baseline serum LDL-cholesterol in the Scottish
study versus the AFCAPS / TexCAPS trial in Texas (192 mg / dl
versus 150 mg / dl).33, 41 Consequently, the placebo group of the
West of Scotland study would have a higher rate of coronary artery
disease complications and deaths than the placebo group of the
Texas trial.
Similarly, a trial comparing pravastatin with usual care in
over 10,000 North American hypertensive subjects with a baseline
average LDL-cholesterol of 146 mg / dl (“Antihypertensive and
Lipid-Lowering Treatment to Prevent Heart Attack Trial”
[ALLHAT]) showed no significant difference in overall death rate
or in deaths from coronary heart disease.43 Thus, the key to
understanding the divergent results of the pravastatin trials in West
Scotland versus that of North American hypertensives is noting the
difference in the baseline LDL-cholesterol levels (192 mg / dl and
146 mg / dl in the Scottish and ALLHAT trials, respectively). Of
course, the Scottish high haggis (sheep’s stomach) diet accounts for
the difference between these baseline blood lipid levels and also
explains why pravastatin slightly lowered overall death rate in
Scotland and not in ALLHAT. This exemplifies how the results of
lipid-lowering drug trials from other countries do not necessarily
apply to people in the USA.
The Cholesterol and Recurrent Events (CARE) Trial
investigators randomized 4,159 patients (3,583 men and 576
women) with previous heart attacks and LDL-cholesterols ranging
from 115 – 173 (mean 139) to receive either pravastatin or placebo.
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At the end of the five-year study, patients receiving pravastatin had
significantly fewer cardiovascular adverse events (strokes,
revascularization procedures [coronary bypass grafting and
angioplasties], and recurrent heart attacks) but not lower overall
mortality.44 Researchers advised both groups to eat the American
Heart Association diet, so diet was a major contributor to deaths and
complications in both groups.
The Long-term Intervention with Pravastatin in Ischemic
Disease (LIPID) Study also randomized heart attack patients and
patients hospitalized with unstable angina who had total cholesterol
levels of 155 to 271 mg per deciliter to receive pravastatin versus
placebo. Overall death rate, deaths from coronary artery disease, and
strokes were all significantly reduced in the pravastatin group.45, 46
As a result of the CARE and LIPID trials, the FDA approved
Pravacol in 1998 for patients with coronary artery disease (previous
heart attacks or angina) to “reduce the risk of stroke or transient
ischemic attack (TIA) in subjects who have had a heart attack and
have normal cholesterol levels, and in reducing the risk of recurrent
heart attack and death from heart disease”47
A randomized trial of pravastatin in 5,804 Scottish subjects
70 – 82 years old found 24% fewer coronary deaths (P = 0.043) and
28% more cancer deaths (P = 0.082) with pravastatin. The overall
deaths were almost equal.48 Further studies to see if the cancer rate
is truly increased in elderly people with pravastatin or other statins
have not been announced.
Evidence-basis for FDA Approval of Atorvastatin (Lipitor)
The FDA approved atorvastatin (Lipitor) as a lipid-lowering
drug in 1996. It has subsequently gone on to lead all medications in
earnings per year—over $13 billion gross projected for 2007 in the
U.S. alone.9
Why did its sales skyrocket?
In randomized comparisons, Lipitor lowered LDLcholesterol significantly more than lovastatin (Mevacor), pravastatin
(Pravacol), simvastatin (Zocor), and fluvastatin (Lescol).49 In a trial
of hypertensive patients with total cholesterol levels below 250 mg /
dl (those who would not usually have lipid-lowering drug treatment
recommended),
atorvastatin
significantly
reduced
total
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cardiovascular events but not cardiovascular mortality or the overall
death rate. Based on the results of this randomized study, some
researchers are calling for the recommendation that all hypertensive
people take lipid-lowering drugs, no matter what the LDLcholesterol.50
There are currently about 65 million people with
hypertension in the United States, of which about 30 million already
meet the NCEP guidelines for lipid-lowering drug therapy.
Recommending Lipitor or other lipid-lowering drugs to the 35
million hypertensives with average or below average cholesterol
levels would increase the number of U.S. residents recommended to
take statins to 71 million.
In a battle from what the media dubs the “statin wars,”
Bristol-Myers Squibb, makers of pravastatin, funded a trial called
“Prove It” (Pravastatin or Atorvastatin Evaluation and Infection
Therapy). Bristol-Myers Squibb gambled that the greater LDLcholesterol lowering power of atorvastatin (Lipitor) compared with
pravastatin (Pravacol) would not translate into a reduction in adverse
cardiovascular events (heart attacks, angina, strokes, and
cardiovascular disease deaths). Harvard researchers randomized
4,126 people with “acute coronary syndromes” (heart attacks or
severe angina episodes) to receive atorvastatin (Lipitor) versus
pravastatin (Pravacol) for two years.
Bristol-Myers Squibb lost the gamble – big time! Patients
receiving Lipitor suffered significantly fewer adverse cardiovascular
events in all categories.4 Again, the ineffective American Heart
Association Diet given to both groups made possible the positive
result for Lipitor.
Evidence-basis for FDA Approval of Other Statins
Fluvastatin (Lescol) is FDA approved to “lower blood lipids
(LDL-cholesterol and triglycerides) and to slow the progression of
atherosclerosis.”51
A randomized trial of fluvastatin treatment in patients with
average cholesterol levels undergoing their first successful
angioplasty or coronary stent placement showed significant
reduction of the risk of subsequent major adverse cardiac events.52
Because of this trial, the fluvastatin label says that it reduces adverse
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coronary events in people who have had angioplasty or coronary
stent placement.53
Because of a high number of cases of rhabdomyolysis
(muscle breakdown leading to kidney failure), cerivastatin (Baycol)
was withdrawn from the market in 2001.54 As of early 2003, more
than 7,000 suits—most of them in the United States—have been
filed against Bayer, producer of cerivastatin.55
The FDA approved rosuvastatin (Crestor) in August 200356
to lower cholesterol and triglycerides despite safety issues involving
severe rhabdomyolysis (i.e., muscle breakdown causing kidney
failure, liver damage, and sometimes death).57 Crestor produces
significantly greater reductions in LDL-cholesterol than atorvastatin.
In comparative clinical trials, it has also enabled more patients with
primary hypercholesterolemia to meet lipid goals than atorvastatin,
simvastatin, and pravastatin.58, 59 No trials to date prove that
Crestor’s lipid-lowering effect translates into clinical benefits.
Efficacy of Statins Outside of Clinical Trials
The effectiveness of statins in reducing LDL-cholesterol in
randomized clinical trials may not reflect the situation in general
clinical practice. The American Heart Association estimates that
only about one-third of hyperlipidemic people taking lipid-lowering
drugs reach their goal of lowering LDL-cholesterol. Of people with
coronary artery disease, less than 20% have reached their LDLcholesterol goal with drugs. Of people who begin drugs for
hyperlipidemia, 50% quit within six months and only 30% – 40%
are still taking them at 12 months.60
In a study of the patients who remain on statins, the
Department of Preventive Cardiology at The Cleveland Clinic
Foundation found that the LDL-cholesterol reductions of their
patients were about 20% less than would be expected from the
reports of randomized trials.61 The authors suspected that patients
not in clinical trials do not comply as well with the prescribed diet
and taking medications. The cost of the medication may be a reason
to reduce the dose. People in trials receive the medications for free.
Patients may also feel that taking a strong cholesterol-lowering
medication relieves them of the need to increase fruits and
vegetables in the diet.
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Evidence-basis for FDA Approval of Other Lipid-lowering
Drugs
Bile acid sequestrants act by binding to bile acids in the
intestines, causing the bile acids to be excreted in the stool. Since
cholesterol is a prime ingredient of bile acids, bile acid sequestrants
remove cholesterol from the body. The bile acid sequestrants
cholestyramine (Questran), colestipol (Colestid), and colesevelam
(WelChol) are FDA-approved to lower LDL-cholesterol levels.62, 63
The manufacturers make no evidence-based claim that they reduce
the morbidity or mortality of coronary disease. Combining five large
randomized trials into a meta-analysis of bile acid sequestrants
containing over 7,000 subjects still shows no statistically significant
reduction in overall mortality.64 Bile sequestrants, therefore, were
approved and are being widely taken based on a surrogate
endpoint—while they lower LDL-cholesterol, they have not been
shown to actually benefit the patient (i.e. by reducing coronary
disease and extending life).
Fibric acid derivatives (fibrates) include clofibrate
(Atromid-S), gemfibrozil (Lopid), and fenofibrate (Tricor). A metaanalysis of the seven major trials of fibrates to lower lipids involving
over 22,000 subjects showed no overall reduction in cardiovascular
disease mortality and they statistically significantly increase the
non-cardiovascular disease mortality (364 with placebo versus 393
with fibrates, P = 0.02).64 Fibrates have no business being FDAapproved.
The FDA approved fenofibrate (Tricor) to lower blood lipids
and required the package insert to state, “the effects of fenofibrate
on cardiovascular morbidity and mortality have not been
determined.”65 Still, it grossed $277 million in 2001.
Niacin derivatives include short-acting and time-released
nicotinic acid. Using surrogate endpoints, niacin has FDA approval
to reduce high levels of blood lipids (cholesterol, LDL-cholesterol,
triglycerides, and the lipoprotein apolipoprotein-B) and to slow
progression of coronary artery disease (measured by serial
angiography). It also has approval for these indications in
conjunction with lovastatin (Mevacor) or bile acid sequestrants. The
only clinical indications approved for niacin are reducing the risk of
77

recurrent heart attack in people with previous myocardial infarctions
and reducing the risk of pancreatitis in the rare patient with
extremely high blood triglycerides.66 Niacin derivatives are not
evidence-based to reduce the risk of death.
Lorelco (Probucol) is a lipid-lowering medication with an
unknown mechanism of action. The drug's LDL-lowering effect is
modest, and its long-term safety is unknown. It has not been shown
to reduce cardiac events. A range of adverse reactions—including
gastrointestinal distress, heart problems, dizziness, fainting,
headache, blood problems, rashes, vision disorders, and
impotence—have been associated with its use.62
Ezetimibe (Zetia) was approved in October 2002 by the FDA
to lower blood lipids by itself and also in conjunction with a statin
drug (e.g., simvastatin [Zocor]+ ezetimibe [Zetia] = Vytorin). It
interferes with the absorption of cholesterol in the gastrointestinal
tract. The package insert states that, “The effects of ezetimibe on the
morbidity and mortality of cardiovascular disease have not been
established.”67 Since ezetimibe blocks cholesterol absorption in the
gastrointestinal tract, you can only benefit from using ezetimibe if
you eat foods containing cholesterol (i.e. meat, dairy, and eggs). On
the other hand, if you don’t eat meat, dairy products, or eggs, you
don’t need ezetimibe.
Safety of Statins
Cancer
The Delaney Clause of the 1958 amendment to the U.S.
Food and Drugs Act states, “no additive can be deemed to be safe if
it is found to induce cancer when ingested by man or animal, or if it
is found after tests which are appropriate for the evaluation for the
safety of food additives to induce cancer in man or animal . . .”
Congress, the FDA, and the courts consistently have affirmed that
FDA scientists must make a scientific judgment about whether a
substance induces cancer.68 However, the FDA has not taken any
lipid-lowering drug off the market because of a cancer risk or
demanded that manufacturers conduct trials with sufficient patients
for a long enough time to rule out the possibility.
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Do statins cause cancer in humans? No one knows. The FDA
does not require drug companies to do the kinds of long-term studies
(more than 10 years duration) necessary in order to find out.
The lovastatin (Mevacor) package insert and Physicians’
Desk Reference report, “lovastatin causes liver cancer in rats and
mice and thyroid cancers in rats.”30 In the AFCAPS / TexCAPS
Mevacor trial, 82 deaths were due to cancer (48 receiving lovastatin
and 34 receiving placebo).34 This 41% increase in the deaths from
cancer, while not statistically significant (P = 0.13) because of the
small numbers of cancer deaths in both groups, raises major safety
concerns. In a British trial, pravastatin-treated elderly people (70 –
85 years old) developed significantly more cancers than placebotreated patients (245 versus 199, P = 0.02) and had a trend toward
more cancer deaths (115 versus 91, P = 0.082).48
A meta-analysis of randomized trials with statins including
about 50,000 subjects showed a 6% increase in cancer risk with
pravastatin and 2% increase with all statins, neither of which was
statistically significant.48, 69 Unfortunately, the cancer incidence and
mortality data from the randomized trials are not reported by
specific cell type of cancer. There are over 100 distinct types of
cancer. Cancer-causing chemicals (carcinogens) generally cause
only one type or a few types of cancer. For instance, stomach cancer
accounts for about 1.6% of cancers.70, 71 If a lipid-lowering drug
increased the incidence of stomach cancer by 10 fold, this
significant finding might be missed by a statistical analysis of the
overall cancer rate.
Medical ethics, informed consent, common sense, and
morality aside, if researchers randomized 1,000 nonsmokers aged 45
– 75 to either smoke a pack of cigarettes per day or maintain
abstinence from tobacco, it would be too soon to see a statistically
significant difference in overall cancer deaths after 5 years.
Typically, continuous exposure to a carcinogen for 10 – 30 years or
more is required to produce cancer. Alarmingly, we have cancer
incidence data for statins from studies lasting only 5 years.
Toxicity to Muscles
According to several large clinical trial databases, the
incidence of severe myopathy (muscle aching, stiffness, and
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weakness) is reported to be 0.08% (about 1 in 1,250 people per year)
with lovastatin (Mevacor) and simvastatin (Zocor).72, 73 All currently
marketed statins appear to have a similar potential for causing this
adverse effect.74 Given the number of people taking statins in the
United States, over 10,000 will have this serious side effect in 2007.
The destruction of muscle tissue (rhabdomyolysis) is a rare
but sometimes fatal complication of all the statin drugs.75-77 The
randomized trials of statins did not show rhabdomyolysis, except in
patients given rosuvastatin (Crestor), perhaps because the trials
included relatively few subjects (in the thousands rather than in the
millions) and those subjects had especially close monitoring by
hyperlipidemia researchers. Excluding cerivastatin (Baycol), which
was taken off of the market because of rhabdomyolysis cases, the
FDA has received voluntary physician reports of 42 cases of fatal
rhabdomyolysis due to statin drugs. Rhabdomyolysis requiring
hospitalization occurs about one time per million statin prescriptions
of which about one in ten cases is fatal.54, 78 This estimate translates
into about 200 hospitalizations and 20 deaths from statin-related
rhabdomyolysis in 2007 in the U.S..
Safety of Non-Statin Lipid-lowering Drugs
Clofibrate (Atromid-S) is particularly bad news. Although it
is no longer manufactured, Atromid-S and generic clofibrate remain
FDA approved to control high cholesterol and triglyceride levels in
the blood. The package insert states, “Because of the possibility of
undesirable side effects due to clofibrate use, clofibrate should be
used only in certain patients after other treatments (including nondrug treatment) have failed to lower cholesterol.”71 In a World
Health Organization sponsored randomized trial, Clofibrate was
associated with a 20% reduction in the coronary event rate but a
44% increase in overall mortality, largely due to increased cancer
deaths.79
The gemfibrozil (Lopid) package insert includes the
following ominous warning (all caps as in the insert):
BECAUSE OF POTENTIAL TOXICITY SUCH AS
MALIGNANCY, GALLBLADDER DISEASE,
ABDOMINAL
PAIN
LEADING
TO
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APPENDECTOMY AND OTHER ABDOMINAL
SURGERIES, AN INCREASED INCIDENCE IN
NON-CORONARY MORTALITY, AND THE 44%
RELATIVE INCREASE DURING THE TRIAL
PERIOD IN THE AGE-ADJUSTED ALL-CAUSE
MORTALITY SEEN WITH THE CHEMICALLY
AND
PHARMACOLOGICALLY
RELATED
DRUG,
CLOFIBRATE,
THE
POTENTIAL
BENEFIT OF GEMFIBROZIL IN TREATING
TYPE IIA PATIENTS (HIGH LDL-C) WITH
ELEVATIONS OF LDL CHOLESTEROL ONLY IS
NOT LIKELY TO OUTWEIGH THE RISKS.
On rare occasion niacin derivatives cause death due to liver
failure. Because of documented cases of liver failure due to niacin,
blood liver function tests need to be done every 6 – 12 weeks in the
first year of treatment and periodically thereafter.
Cost Considerations
Statin sales totaled $7.2 billion in 1999, with an estimated
five million Americans taking the drugs.80 As of May 2001, about
500 million prescriptions for statin drugs had been written in the
U.S., costing about $50 billion.54 From 14 – 17 million people in the
U.S. will take statin drugs in 2007,7, 8 spending about $19.5 billion.9
The randomized trial of atorvastatin in hypertensive patients
with average cholesterol levels50 led to the call for the National
Cholesterol Education Guidelines to be broadened to include lipidlowering drug treatment for the approximately 35 million
hypertensives without high cholesterol levels.81 If the NCEP drug
recommendations were further expanded to include hypertensives
who had no other indications for cholesterol-lowering drugs (35
million hypertensives + 36 million others at increased coronary
artery disease risk = 71 million total) and all these people took
statins, the cost of the statins alone would be about $80 – 100 billion
in 2007. Since about 66% of people taking statins do not reach their
recommended LDL-cholesterol target levels,60 additional costs of
other lipid-lowering medication would be considerable.
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Successful implementation of the broader new NCEP
guidelines frequently requires combination drug therapies and is
limited by poor patient tolerance and acceptance of niacin and the
sequestrants.82 Combination therapy costs more money and
increases the risk of adverse events.
Zetia (ezetimibe), approved by the FDA in October 2002,
targets the 66% of people already taking statin drugs who are still
above their recommended LDL-cholesterol level. Zetia costs $74.99
for a 30 day supply83 and is expected to gross at least $2 billion in
2007. Additionally, Vytorin (Zetia combined with the statin Zocor)
may also gross $2 billion in 2007.84, 85
The standard dose niacin (2,000 mg per day) costs $102 for a
month’s supply.86 The current price for a one-month supply generic
clofibrate (60 – 500 mg tablets) is $43. The other fibrates range in
price from about $16 to $30 per month.87, 88 The cost of a month’s
supply of bile acid sequestrants at the recommended dose ranges
from about $50 to $150.89-91
Based on recent trends and the broadened indications for
lipid-lowering medications by the NCEP, the cost of the non-statin
lipid-lowering drugs in 2007 should be $4 billion – $6 billion.
Conclusion
While various randomized clinical trials show that statin
drugs lower total cholesterol, LDL-cholesterol, and triglycerides,
while raising the HDL cholesterol, and reducing adverse
cardiovascular events, causes for concern exist:
1. The randomized trials used to show the efficacy
of statins were scientifically flawed because the
control groups diets were shown by a metaanalysis to be ineffective.
2. The vegan or almost vegan diets of Dean Ornish,
MD,17 John McDougall, MD,18 Terry Shintani,
MD,20 and the portfolio diet can improve serum
lipid profiles and reduce cardiovascular events
without the toxicity or cost of drugs.
3. The long-term safety of statins, particularly
concerning cancer, is not established.
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4. One year compliance with taking statin
medication is only about 30%.
5. The lipid-lowering effects of statins in clinic
patients are about 20% less than those in research
trials.
6. Given the expanded indications for these drugs,
the future costs are unsustainable.
A safe, effective, and less expensive alternative to lipidlowering medication exists: —adopting a largely vegan diet and
engaging in regular aerobic exercise. An individual person’s choice
of which approach to take depends on numerous complex factors.
Many barriers exist to behavior change. What private or government
health insurance cover and what the personal doctor recommends
and supports influence people’s decisions considerably.
Currently, most medical insurance pays only for cholesterollowering medication and not for comprehensive lifestyle change
programs. This is counterproductive and should be reversed, while
leaving cholesterol-lowering medications on the market. Coverage
by government programs and private insurance for comprehensive
lifestyle change programs instead of lipid-lowering medications
would dramatically improve the overall health of hyperlipidemic
people nationwide.
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Chapter 6
High Blood Pressure Treatments—
Too Many Pills
In 1984, I attended an evening program at “InnerHealth,” a
health enhancement center in Los Angeles. Participants (program
staff, patients, and visitors) first watched a demonstration of
vegetarian cooking, and then we all ate dinner. I sat across from a
man in his 60s with long-standing high blood pressure. He told me
that, before beginning the program, he required 28 blood pressure
pills per day to control his hypertension. He felt sleepy and drugged
all the time. Gradually, as he changed to a vegetarian diet and
walked about an hour per day, he needed fewer pills to control his
blood pressure. At the time that I talked with him, he had been
completely off of blood pressure medications while maintaining a
blood pressure in the normal range. He had a new lease on life due
to his radical change of lifestyle.
A sequence of events led me to attend that InnerHealth
event. Shortly after I began working at Harbor-UCLA Medical
Center in 1979, I met Dr. Cleaves Bennett in the outpatient clinic.
The medical oncology clinic (cancer chemotherapy) where I worked
was next to the hypertension clinic that he directed. We remained
friends after he resigned from Harbor-UCLA and from mainstream
academic medicine and became the medical director of the Pritikin
Longevity Center in Santa Monica. In a visit to the Pritikin Center, I
saw coronary artery disease patients with remarkable improvements
in their symptoms during a 28-day low-fat diet and exercise program
supervised by Dr. Bennett. Blood pressures and cholesterol levels
came down dramatically. In many cases, medications could be
stopped completely.
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In 1983, Dr. Bennett left the Pritikin Longevity Center to
head the InnerHealth program sponsored by a multi-specialty group
of physicians in Los Angeles. He wanted to add stress reduction
(meditation, biofeedback, etc.) to the Pritikin Program of diet and
exercise. He also wanted to promote a vegetarian diet instead of the
Pritikin diet that includes small amounts of red meat, fowl, and fish.
With the encouragement of one of his patients, Dr. Bennett
published a book titled, “Control Your Blood Pressure Without
Drugs”1 in 1984. It sold fairly well for a couple of years but was not
a blockbuster. The medical establishment did not embrace non-drug
methods of treating hypertension. Too few insurance companies and
patients wanted to pay for intensive lifestyle change programs. The
InnerHealth Program folded. Subsequently, few hypertensive
patients have heard about Dr. Bennett’s great book. High blood
pressure treatment came to focus more and more on drugs with only
lip service going to diet, exercise, and stress management.
High Blood Pressure Statistics
Hypertension is defined as systolic blood pressure greater
than 139 millimeters of mercury pressure (mm Hg) and / or diastolic
blood pressure greater than 89 mm Hg or taking blood pressure
medications. In patients with diabetes or renal disease, the blood
pressure goal is less than 130 / 80 mm Hg.2
The higher the blood pressure the greater the risk of
cardiovascular disease (myocardial infarction, heart failure, stroke,
and kidney disease). For individuals aged 40 to 70 years, each
increment of 20 mm Hg in systolic blood pressure or 10 mm Hg in
diastolic blood pressure doubles the risk of cardiovascular disease
across the entire blood pressure range from 115 / 75 to 185 / 115
mm Hg.3
Of the 65 million U.S. adults with hypertension,4 only a small
proportion have clinical symptoms (headache, nose bleeds,
dizziness), and most are asymptomatic. About 60% of Americans
with hypertension have a mild increase in blood pressure (stage 1
hypertension: systolic blood pressure = 140 – 159 mm Hg and / or
diastolic blood pressure = 90 – 99 mm Hg). In the new Joint
National Committee on Prevention, Detection, Evaluation, and
Treatment of High Blood Pressure (JNC – 7) guidelines, the
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previous moderate (stage 2) and severe (stage 3) categories have
been merged into the new stage 2 (diastolic > 99 mm Hg or systolic
> 159 mm Hg).
Framingham Heart Studyg data suggest that 90% of
individuals who have normal blood pressures at 55 years of age will
later develop hypertension.5 For this reason the JNC – 7 guidelines
introduced a new category of “prehypertension” for people with
systolic blood pressure 120 – 139 and / or diastolic blood pressure
80 – 89.
Hypertension is the most common reason to see a doctor in
the U.S. with 35 million physician office visits per year categorized
with high blood pressure as the primary diagnosis.6 Of Americans
with hypertension, 70% are aware of their diagnosis, 59% are on
treatment, and 34% are controlled (blood pressure less than 140 / 90
mm Hg).2
Data from four American health surveys conducted between
1960 and 1991 show a reduction of 10 mm Hg systolic pressure and
5 mm Hg diastolic pressure on average during this time period. Ageadjusted prevalence of hypertension in 18 – 74 year olds declined
dramatically from 36.3% in 1960 – 62 to 20.4% in 1988 – 91.7
Changes in lifestyle (less saturated fat from animal-based foods and
tobacco use primarily) are responsible for most of the reduction in
complications of hypertension (strokes and heart attacks). In
association with the lower blood pressures, deaths from stroke and
cardiovascular disease have declined by 60% and 53%,
respectively.8
Unfortunately, these favorable trends are beginning to
reverse due to unhealthier lifestyle habits in the 1990s. The most
recent National Health and Nutrition Examination Survey in 1999 –
2000 shows hypertension to be about 4% higher than in 1988 – 919
in association with more overweight / obesity, diabetes, and higher
cholesterol levels.10
What are the lifestyle changes that work to prevent or control
high blood pressure?
g

A study of the cardiovascular disease risk factors and the health outcomes of
people in Framingham, MA over the past 50+ years. Data from this study have
been used to calculate the risks of smoking, diet, hypertension, hyperlipidemia,
and other risk factors on the rates of heart attacks, strokes, diabetes, obesity, etc.
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Lifestyle Modifications to Control Blood Pressure
The National High Blood Pressure Education Program endorses six
approaches for prevention of hypertension (Table 1).11-13 There are
two problems with these recommendations: (1) they don’t go far
enough and (2) most people don’t comply with even these modest
guidelines. Table 2 shows the trends in these lifestyle factors since
the 1960s.
Table 1. Recommended Lifestyle Modifications to Manage
Hypertension of the Joint National Committee on Prevention,
Detection, Evaluation, and Treatment of High Blood Pressure2
Modification
Recommendation
Reduction
in Systolic
BP
Weight
Maintain normal body weight 5 – 10 mm
reduction
(Chapters 4 and 8) 14, 15
Hg per 10
kg weight
loss
Adopt DASH Consume diet rich in fruits, 8 – 14 mm
eating plan
vegetables, and low fat dairy Hg
products with reduced fat and
saturated fat16, 17
Dietary
Reduce diet sodium to no more 2 – 8 mm
sodium
than 100 mmol per day (2.4 g of Hg
reduction
sodium or 6 g of salt) 13, 16, 17
Physical
Engage in regular aerobic physical 4 – 9 mm
activity
activity such as brisk walking (at Hg
increase
least 30 minutes per day on most
days) 18, 19
Moderation in Limit consumption per day to no 2 – 4 mm
drinking
more than two drinks (one ounce Hg
alcohol
or 30 ml: e.g., 24 ounces of beer,
10 ounces of wine, or 3 ounces of
80 proof whiskey) in most men
and one ounce in women and
lighter weight persons.20
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Table 2. Hypertension-related Lifestyle Trends Since the 1960s
Lifestyle factor
1960s
1990s
Physical activity (no leisure time physical ?
40%
activity)21, 22
Body Mass Index (BMI greater than 30)23 24 < 14.5%
30.9%
Alcohol consumption (grams per day per 19.0
24.9
capita 1966 – 2000)25
Fruits and vegetables (pounds / year, 1970 – 578
708
2000)25
Low fat dairy products consumed (gallons / 3.9
14.5
year)25
Whole dairy products consumed (gallons 29.3
8.1
per year per capita)25
Saturated fat (g / day food survey)23, 26
32
25.4
Total fat (g / day from food survey)23, 26
81
74.2
27, 28
Tobacco smokers (> or = 18 years old)
37.5%
22.5%
If you follow the National High Blood Pressure Education
Program lifestyle modification recommendations, including the
Dietary Approaches to Stop Hypertension “DASH” eating plan, and
still have elevated blood pressure, don’t give up on diet and
exercise. You can substitute the more intensive programs of Drs.
Dean Ornish,29 John McDougall,30 or Terry Shintani.31 The side
effects of fully engaging in behavior modification to lower blood
pressure include greater energy and stamina, weight loss, better
appearance, better mood, improved work performance, and better
sex.
It is unclear exactly how lifestyle trends may have accounted
for the significant decrease in mean blood pressure in America from
the 1960s to 1990s. The increases in alcohol consumption and body
mass index should have driven blood pressures up. Data to compare
physical activity levels in the 1960s with those in the 1990s are not
available, but the epidemic of obesity suggests that physical activity
levels have decreased. Apparently, the positive lifestyle changes of
Americans eating more fruits and vegetables and less saturated fats
from meat and dairy products has overridden the changes toward
negative lifestyle influences.
Drugs should never be seen as a substitute for making the
appropriate behavioral modifications. However, virtually all the
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medical establishment interest and money for hypertension
treatment focuses on drugs. Table 3 shows the categories of antihypertension drugs with examples of each.
Table 3. Types of Drugs for Treatment of Hypertension
Drug
Examples
Category
Thiazide
hydrochorthiazide
(Hydrodiuril,
Microzide)
Diuretics
chlorthalidone (Hygroton Diuril), indapamide
(TD)
(Lozol)
Beta-blockers atenolol (Tenormin), propanolol (Inderal),
(BB)
acebutolol (Sectral), betaxolol (Kerlone),
bisoprolol (Zebeta), carteolol (Cartrol), esmolol
(Brevibloc), metoprolol (Lopressor), nadolol
(Corgard), penbutolol (Levatol), pindolol
(Visken), sotalol (Betapace), timolol (Blocadren)
Calcium
amlodipine (Norvasc), bepridil (Bepadin,
Channel
Vascor), diltiazem (Cardizem, Dilacor XR,
Blockers
Tiazac),
felodipine
(Plendil),
isradipine
(CCN)
(DynaCirc), nicardipine (Cardene), nifedipine
(Adalat, Procardia) nimodipine (Nimotop),
nisoldipine (Sular), verapamil (Calan, Covera HS, Isoptin, Verelan)
ACE
benazepril (Lotensin), captopril (Capoten),
Inhibitors
enalapril (Vasotec), fosinopril (Monopril),
(ACEI)
lisinopril (Prinivil, Zestril), moexipril (Univasc),
perindopril (Aceon), quinapril (Accupril),
ramipril (Altace), trandolapril (Mavik)
Angiotensin II candesartan (Atacand), irbesartan (Avapro),
Receptor
losartan (Cozaar), telmisartan (Micardis),
Blocker
valsartan (Diovan)
Alpha
doxazosin mesylate (Cardura), prazosin, terezosin
Blockers
(Hytrin)
Others
carvedilol
(Coreg),
clonidine
(Catapres),
hydralazine (Apresoline), labetalol (Normodyne,
Trandate), methyldopa (Aldomet), minoxidil
(Lonitin)
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In the rest of this chapter, I will go into considerable detail
about the scientific evidence concerning particular antihypertensive
drugs. Unless you are a medical scientist or have a particular interest
in hypertension, you may want to read only about the drugs you
have previously been prescribed, are taking, or may later take and
skip to the cost considerations.
Evidence Basis for Thiazide Diuretics in the Treatment of
Hypertension
Placebo-Controlled Trials With Cardiovascular Event Endpoints
Compared with placebo, thiazide diuretics reduce the mean
blood pressure by about 14 mm Hg for those taking an average
American diet and 9 mm Hg for those taking a low sodium diet.32
Thiazide diuretics themselves may also do more harm than
good in stage 1 hypertensives as suggested in the only placebocontrolled trial that included only stage 1 patients (Table 4). Two of
the five trials including hypertension patients in stages 1 and 2 and 2
/ 10 of trials of stage 2 patients only showed no significant benefit
with thiazide diuretics.
Drug Comparison Trials Including Thiazide Diuretics
Although thiazide diuretics such as chlorthalidone and other
antihypertensive drugs have not been shown to be clinically
beneficial for people with mild hypertension (stage 1), the highly
publicized Antihypertensive and Lipid-Lowering Treatment to
Prevent Heart Attack Trial (ALLHAT) included no placebo arm
(Table 8). Although ALLHAT patients could have stage 1 – 2
hypertension, most had blood pressures at the low end of the mild
hypertension range (average baseline blood pressure = 145 / 8333).
The fact that chlorthalidone-treated patients did significantly
better than all of the other anti-hypertensive medications in
ALLHAT does not mean that chlorthalidone benefits patients with
stage 1 hypertension. Since the only trial with only stage 1
hypertension patients showed increased deaths with the thiazide
diuretic (P < 0.01),34 this study strongly suggests that all drugs do
more harm than good for 60% of the hypertension population—
those with stage 1 high blood pressure.
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Table 4. Thiazide Diuretics (TD) Versus Placebo Randomized Trials
Subjects
Age HBP
Endpoint(s)
Results
(year Stage
s)
34
785 men
40 – 1
Coronary
More in TD
49
heart disease
group (14 versus
deaths
3, P < 0.01)
U.S.
1–2
Multiple
Combined
36
Veterans
cardiovascular cardiovascular
endpoints
events: Fewer
with TD than
with placebo
1,000
21 – 1 – 2
Coronary
NSh (8 deaths
Veterans37
50
heart disease
with TD versus 5
deaths
without)
4,000
any
1–2
Multiple
All NS
Australians3
endpoints
8, 39

10,940
Americans40

30 –
69

1–2

Heart disease
deaths

17,354
British45

35 –
64

1–2

Multiple
cardiovascular
endpoints
Multiple
endpoints
Heart disease
deaths
Multiple
cardiovascular
endpoints

-44

U.S.
Veterans46
840
Europeans47
4,396
British48

884
British49

h

2
> 60

2

65 74

2

60 –
79

2

20% fewer with
TD

Strokes: 50% less
with TD.
Deaths: NS
Fewer events with
TD
20% fewer deaths
with TD
Strokes: 31%
fewer with TD
Heart attacks:
44% fewer with
TD
Multiple
Strokes: 42%
cardiovascular fewer with TD
endpoints
Heart attacks: NS
Total deaths: NS

No significant difference
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1,627
Swedish50

70 –
84

2

5,665
Chinese51

any

After
stroke

4,736
British52
785
Norwegians

> 59

2

40 –
49

2

551
Americans54
4,736
Americans55

> 59

2

> 59

2

53

Strokes: 45%
Multiple
cardiovascular fewer with TD
Total
endpoints
cardiovascular
endpoints: 38%
fewer with TD.
Stroke deaths, Stroke deaths:
overall deaths 29% fewer with
TD
Overall deaths:
NS
Multiple
Strokes: 36%
endpoints
fewer with TD
Multiple
All NS
endpoints
Strokes,
overall deaths
Heart failure

NS for both
49% fewer cases
with TD

Comparisons of thiazides with other antihypertensive drugs
in stage 2 hypertension gave mixed results (Table 8), mostly not
significantly better or worse than other antihypertensive drugs.
Risks and Side Effects of Thiazide Diuretics
The most frequent severe adverse effects are potassium
depletion, sodium depletion (with loss of body fluid volume), and
imbalance of the acid-base equilibrium. Other side effects include
loss of appetite (anorexia), decreased sexual ability, diarrhea,
dizziness or fainting on standing (orthostatic hypotension),
sensitivity to light (photosensitivity), and upset stomach.35
Many authors have speculated that thiazides and thiazidecontaining drug regimes might increase coronary artery disease
morbidity and mortality by increasing serum cholesterol (possibly
accelerating atherosclerosis), increasing blood glucose (causing a
diabetic tendency), and reducing blood potassium (making heart
rhythm abnormalities more likely). 32, 56-58 One hypertension
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researcher stated, “The metabolic perturbations due to
chlorthalidone are potentially dangerous and make this drug
unattractive as 'first choice' treatment for hypertension.”59 However,
the fact that thiazide-treated patients do as well or better than
patients treated with other drugs suggests that the other drugs may
also do harm in some patients, particularly stage 1 hypertensives.
For patients with stage 2 hypertension, thiazide diuretics provide
cost effective, evidence-based, first-line treatment.
Evidence Basis for Beta-Blockers in Treatment of Hypertension
Placebo-Controlled Trials With Cardiovascular Event Endpoints
Of all the beta-blocker drugs for hypertension (Table 3), only
atenolol and propanolol have been used in randomized placebo
controlled clinical trials (Table 5). In the one trial that showed a
Table 5. Beta-blocker (BB) Versus Placebo Randomized Trials
Subjects
Age
HBP
Endpoint(s) Results
(years) Stage
17,354
35 –
1–2
Multiple
NS for all
British45
64
endpoints
366
45 –
1–2
Deaths or
NS for both
Americans 69
heart
61
attacks.
389
21 –
1–2
Health
NS for all
Americans 55
attack,
62
stroke, or
death
4,396
65 –
2
Multiple
NS for all
British 48
74
endpoints
884
60 –
2
Multiple
Strokes: 42%
British49
79
endpoints
fewer with BB.
Other endpoints:
NS
1,473
any
any
Multiple
NS for all
Dutch
endpoints
stroke or
TIA
patients63
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clinical benefit, thiazide diuretics and beta-blockers were generally
used together, making the effect of beta-blockers alone uncertain.49
For the rest of the beta-blockers approved by the FDA for the
treatment of hypertension, no placebo-controlled trials to determine
clinical efficacy in reducing adverse cardiovascular events have
been published.
Risks and Side Effects of Beta-Blockers
The most frequent side effects are decreased sexual ability,
drowsiness, insomnia, tiredness, and weakness.60
Evidence Basis for Calcium Channel Blockers in Treatment of
Hypertension
Trials With Cardiovascular Event Endpoints
Four placebo-controlled trials involving calcium channel
blocking drugs for treatment of hypertension (Table 6) show no
consistent pattern of benefit and include no study with exclusively
stage 1 hypertension patients. The reduction in strokes in two of
these trials cannot be attributed to the calcium channel blocker, since
patients could receive additional thiazide diuretics. Thiazide
diuretics alone clearly reduce the stroke risk in stage 2 hypertension
patients (Table 4).
A meta-analysis of nine drug comparison trials, including
27,743 hypertensive patients, found that “calcium antagonists are
inferior to other types of antihypertensive drugs as first-line agents
in reducing the risks of several major complications of
hypertension.”64 An evidence-based review of calcium channel
blockers for the treatment of hypertension asserted, “An increased
risk with dihydropyridine calcium channel blockers has been clearly
seen across several studies of patients with coronary disease. In
coronary patients with heart failure, the deleterious effects of
nifedipine, diltiazem, and verapamil outweigh any possible benefit.
Long acting formulations and newer calcium channel blockers may
not share all of the adverse effects of the older drugs of this class;
however, their long term safety has not yet been documented.”65
Calcium channel blockers increase rather than decrease
cardiovascular complications in stage 1 hypertensive patients and
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possibly also in some stage 2 patients. Drug companies may not
have published all the trials of calcium channel blockers that showed
no benefit or harm.
Table 6. Calcium Channel Blockers (CCB)
Randomized Trials
Subjects
Age
HBP
Endpoint(s)
(years) Stage
1,715 Type 30 –
1–2
Major
2 diabetics
70
cardiovascular
with kidney
events
disease

4,695
Europeans66
after strokes

> 59

2

1,253
Chinese67

> 59

2

6,105
Australians
68
with
strokes

Any

Any

1,397
coronary
patients69

Any

Any

Versus Placebo
Results

Strokes: NS,
Heart attacks:
42% less with
CCB
Overall
cardiovascular
events: NS
Strokes and
Strokes: 43%
overall
reduction with
survival
CCB
Overall
survival: NS
Major
Strokes: 38%
cardiovascular reduction with
events
CCB
Deaths: 39%
reduction with
CCB
Dementia and Dementia: NS
cognitive
Cognitive
decline
Decline:
Reduced by
19% (11.0%
versus 9.1% of
patients) with
CCB
Major
NS for all
cardiovascular
events
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Risks and Side Effects of Calcium Channel Blockers
Common adverse effects include flushing, headache, and
swelling (edema). Less frequently people experience dizziness,
fatigue, nausea, and palpitations.70 From 1996 to 1999, the
American Association of Poison Control Center reported that
calcium channel blocker toxicity (accidental and deliberate) caused
an average of 56 deaths per year and 244 serious adverse reactions.71
The FDA withdrew the calcium channel blocker mibefradil
(Posicor) from the market in 1998 because of life-threatening
adverse reactions usually due to interactions with other drugs.71
Evidence Basis for Angiotensin Converting Enzyme Inhibitors
(ACEI) in Treatment of Hypertension
Trials With Cardiovascular Event Endpoints
Placebo-controlled trials of angiotensin converting enzyme
(ACE) inhibitors show minimal evidence of clinical effectiveness
(Table 7).
In patients with stage 2 hypertension, ACE inhibitors
(captopril, enalapril or lisinopril) were no better or worse than
thiazide diuretics or beta-blockers.72-74 In type 2 diabetics, tight
blood pressure control with a ACE inhibitor and beta-blocker
reduced diabetes-related deaths by 32% and strokes by 44%.75
Risks and Side Effects of ACE Inhibitors
The most frequent side effects of ACE inhibitors are cough
and headache. Less common toxic effects include diarrhea,
dizziness, fainting, fatigue, fever, low blood pressure (hypotension),
joint pain, loss of taste, nausea, and skin rash.83
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Table 7. Angiotensin Converting
Placebo Randomized Trials
Subjects
Age
HBP
(year Stage
s)
6,105
any
0–2
multinational
stroke patients
76-78

950 Type 2
diabetics from
Colorado 79-81
1,280 heart
disease
patients from
Belgium69
590 type 2
diabetics82

40 –
74

0–2

Any

0–2

30 –
70

1–2

Enzyme Inhibitors (ACEI) Versus
Endpoint(s)

Results

Strokes and
total
cardiovascular
events

Strokes: 28%
fewer with
ACEI. Total
cardiovascular
events: 26%
fewer with
ACEI (Only
patients that had
both the ACEI
and a TD had
reduced strokes
and total
events.)
All NS

Multiple
cardiovascular
endpoints
Multiple
All NS
cardiovascular
endpoints
laboratory
evidence of
kidney
disease
(surrogate
endpoint)

Evidence Basis for Alpha Blockers
Hypertension
Trials With Cardiovascular Event Endpoints

70% fewer
cases with
ACEI

in

Treatment

of

The FDA approved doxazosin (Cardura) on the basis of
clinical trials showing improvement in the difficulty with urination
associated with prostate enlargement. The Cardura package insert
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does not document any clinical trials of hypertension showing a
reduction in strokes, heart attacks, or other cardiovascular
complications.84 Likewise, no placebo-controlled clinical trials
document the clinical efficacy of prazosin (Minipress) or terezosin
(Hytrin) in the treatment of hypertension.
In the Antihypertensive and Lipid-Lowering Treatment to
Prevent Heart Attack Trial (ALLHAT), doxazosin did so poorly that
the safety committee stopped new patients from receiving this alphablocker (Table 8 first trial entry).85
Risks and Side Effects of Alpha Blockers
Side effects associated with doxazosin (Cardura), prazosin
(Minipress), and terezosin (Hytrin) include dizziness, drowsiness,
fatigue, headache, and feeling faint.86-88
Evidence Basis for Angiotensin II Receptor Blockers (ARBs) in
Treatment of Hypertension
Trials With Cardiovascular Event Endpoints
In four placebo-controlled trials in type 2 diabetics with early
kidney disease ARBs slowed the progression of kidney disease
measured by urine protein tests (a surrogate endpoint) in all and
reduced the incidence of cardiovascular events in one.82, 89-91
Effectiveness of ARBs for other endpoints than progression of
kidney disease is not documented.
Risks and Side Effects of Angiotensin II Receptor Blockers (ARBs)
Angiotensin Receptor Blockers have less frequent side
effects than other classes of antihypertensive agents. This is their
main selling point. However, infrequent adverse effects include
abdominal pain, anxiety, chest pain, diarrhea, dizziness, indigestion,
swelling (edema), fatigue, headache, musculoskeletal pain, nausea,
nervousness, skin rash and vomiting.92
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Evidence Basis for Other Categories of Antihypertensive Drugs
Trials With Cardiovascular Event Endpoints
Antihypertensive drugs in miscellaneous other categories
include carvedilol (Coreg), clonidine (Catapres), hydralazine
(Apresoline), labetalol (Normodyne, Trandate), methyldopa
(Aldomet), and minoxidil (Lonitin). No placebo-controlled trials
with clinical endpoints in hypertension patients have been published
for any of them.
Risks and Side Effects of Other Antihypertensive Drugs
Clonidine (Catapres): constipation, dizziness, drowsiness,
dry mouth, fatigue, and weakness.93
Methyldopa: drowsiness, dry mouth, headache, and swelling
(edema). 94
Reserpine: appetite loss, diarrhea, dizziness, dry mouth,
nasal congestion, nausea, and vomiting.95
Labetalol: decreased sexual ability, drowsiness, insomnia,
unusual tiredness, and weakness.96
Hydralazine (Apresoline): appetite loss, diarrhea, headache,
nausea, palpitations, fast heart rate (tachycardia), and vomiting.97
Minoxidil (Lonitin): fluid retention, flushing of the skin,
excessive sweating, irregular heartbeat, and salt retention.98
Carvedilol (Coreg): allergy, back pain, slow heart rate
(bradycardia), chest pain, diarrhea, dizziness, swelling (edema),
fatigue, low blood pressure (hypotension), uncomfortable pins and
needle sensations (paresthesias,) fainting or nearly fainting on
standing (postural hypotension), and weight gain99
Randomized Trials Comparing Different Antihypertensive
Drugs
Since no antihypertensive medication has been shown to
reduce morbidity or mortality in stage 1 hypertension, no trial of
different drugs can demonstrate efficacy for stage 1 hypertension.
However, comparisons between drugs may give useful information
for people with stage 2 hypertension. Table 8 shows numerous
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Table 8. Randomized Trials Comparing Anti-hypertensive Drugs
Subjects
Age
Drugsi HBP
Endpoint(s)
Results
(years)
Stage
33,357
> 54
TD,
1–2
cardiovascular TD
North
BB,
but
events (death, superior
Americans
CCB,
mainly myocardial
to all in
(ALLHAT
ACEI, stage 1 infarction, or
at least
102
AB
strokes)
one
category
950
40 –
CCB,
0–2
Heart attacks 80%
American 74
ACEI
(fatal and non fewer
diabetics80
fatal)
with
ACEI
6083
65 –
TD,
1–2
Multiple
Sum of
Australian 84
ACEI
endpoints
events:
s 103
11%
fewer
with
ACEI (P
= 0.05)
Four
Varied TD,
1–2
Multiple
All NS
48, 104trials
BB
endpoints
106

Three
trials 107-

Varied

6450
multinational110

55 –
80

6614
Swedes72

25 –
66

109

TD,
BB,
CCB
TD,
CCB

1–2

Multiple
endpoints

All NS

1–2

Multiple
endpoints

All NS

TD /
BB,
ACEI.

2

Cardiovascular
mortality or
major events

NS for
both TD
versus
ACEI
and BB
versus
ACEI

-112

i

See Table 1 for abbreviations
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3,234
European
men 113-115

40 –
64

TD,
BB

2

9,193
Europeans

55 –
80

BB,
ARB

2

9,193
multinational

55 –
80

TD /
BB,
ARB

2

1,094
18 –
African
70
Americans

BB,
CCB,
ACEI

any

4,964
multinational
patients121

70 –
89

ARB
versus
other
drug(s
)

2

1,882
Italians122

> 59

CCB,
TD

2

116

117-119

120

Multiple
endpoints

Total
coronary
events:
24%
fewer
with
BB.
Other
NS
Multiple
13%
endpoints
fewer
cardiova
scular
events
with
ARB
Multiple
Strokes:
endpoints
25%
fewer
with
ARB
Other
endpoint
s: NS
Progression of NS
kidney
disease in
type 2
diabetics
Multiple
Nonendpoints
fatal
strokes:
28% less
with
ARB
Others:
NS
Multiple
NS
endpoints
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non-placebo-controlled randomized trials. Nothing very decisive is
demonstrated in these.
Cost Considerations
There are 22.7 million U.S. residents aged 18 years or over
who take medications that have been prescribed for the treatment of
high blood pressure,100 costing an estimated $18 billion for drugs4
and $11 billion for physicians in 2007.101 Some of this treatment
reduces deaths and complications of hypertension and gives people
increased time with loved ones.
However, since drug therapy for mild hypertension (systolic
140 – 159 and / or diastolic 90 – 99) is unproven to reduce
cardiovascular morbidity or mortality, scientific evidence does not
support drug treatment for the 60% of Americans with high blood
pressure now taking antihypertensive medications—those with stage
1 hypertension. For stage 2, the more expensive ACE inhibitors and
angiotensin receptor blockers do not prevent adverse cardiovascular
events any better than the inexpensive diuretics and beta-blockers.
Calcium channel blockers and alpha blockers may do harm.
Attempting to increase sales of anti-hypertension drugs, the
drug companies Merck, Novartis and Sankyo donated $700,000 to
the American Society of Hypertension for a series of dinner lectures
at Ruth's Chris Steak Houses around the country in 2005 to brief
practicing doctors on the latest news about high blood pressure—
mainly why about half of the 59 million Americans with
prehypertension (BP = 120 / 80 to 139 / 89) should be treated with
anti-hypertension drugs. Dr. Jean E. Sealey, a longtime blood
pressure researcher from Cornell University who was in line to
become the next president of the American Society of Hypertension,
became a vocal critic of the influence of drug company money on
the organization and its members. In the ensuing dispute, she was
pressured into forfeiting her tenure as president.
Among the hypertension treatment experts initially paid by
the drug companies to draft new treatment guidelines, Dr. Curt D.
Furberg, a professor of public health science at Wake Forest
University, resigned saying that the guideline drafting process was
not evidence-based. He said, "The industry wants to sell drugs and
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to as many people as possible."4 I could say the same thing about the
current guideline recommending anti-hypertension drug treatment
for people with stage 1 high blood pressure.
By focusing on lifestyle changes for all people with
hypertension, not using drugs for those with stage 1 hypertension,
and beginning with diuretics and beta-blockers for people with stage
2 high blood pressure, the pharmacy costs of treating hypertension
could safely be reduced from $18 billion in 20074 to $2 – $4 billion.
The public health would be significantly improved by doing so.
Conclusion
Lifestyle modification can dramatically lower blood
pressure. Scientific evidence supports lifestyle modification rather
than drugs to treat mild hypertension (stage 1). For stage 2 except
for hypertensive emergencies, lifestyle modification should also be
prescribed first and monitored closely (Chapter 8). If dietary
changes, aerobic exercise, and stress management do not reduce the
blood pressure to at least the mild hypertension level, individualized
drug treatment should be considered by the personal physician.
In general, based on the evidence, thiazide diuretics should
be considered first and beta-blockers second. The other classes of
antihypertensive medications should be reserved for special
situations. Estimated cost savings from reducing pharmaceutical
expenditures and instead using evidence-based treatment of
hypertension would be between $14 billion and $16 billion in 2007.
The savings from eliminating many of the 35 million physician
visits needed to adjust blood pressure medications would be
additional. The reduction in suffering from drug side effects
(sometimes lethal) would be dramatic but cannot be accurately
estimated from the medical literature.
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Chapter 7
Diabetes—Sugar Daddy for Specialists
An incident at the LA County + USC Medical Center
illustrates the medical establishment’s position on the connection
between diet and diabetes. A 17-year-old boy was admitted to my
inpatient service with excessive thirst, frequent urination, and
weight loss. My residents diagnosed him with type 2 diabetes
mellitus. Even after losing about 30 pounds due to uncontrolled
diabetes, he was at least 50 pounds overweight. In addition to
glucose-lowering medication, I gave him a prescription for a vegan
diet (eating only fruit, vegetables, grains, and beans; no meat, dairy
or eggs). The chief of the diabetes service later found my
prescription for this patient and sent it to the hospital administration
as an incident report. He accused me of ordering an unconventional
and unproven diet for the treatment of a patient with diabetes. By
referring to references in the medical literature, I defended myself in
a grievance hearing on this matter.
I lost.
The Medical Establishment’s Stance on Diet and Diabetes
The American Diabetes Association (ADA) recognizes that
diet greatly influences the acute and chronic complications of
diabetes.1 However, the ADA acknowledges that there are limited
published data from which to formulate scientifically based diet
recommendations. Therefore, the ADA bases diet recommendations
on “clinical experiences and consensus” rather than science.
Consequently, the official diet recommendations of the ADA have
changed radically over the years (see Table 1).
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Table
1.
American
Diabetes
Association’s
nutrition
recommendations to treat diabetes2
Year
Distribution of calories (%)
Carbohydrates Protein
Fat
Before 1921
Starvation diets
1921
20
10
70
1950
40
20
40
1971
45
20
35
1986
< or = 60
10 – 20
< 30
j
1994
varies
10 – 20
variesk
The 1994 ADA position paper on "medical nutrition therapy"
for diabetics discarded the previous ADA diet and called for an
“individualized approach under the guidance of a registered
dietitian.”3 However, there is no more scientific validation that this
sixth version of dietary recommendations gives the best chance to
minimize the chronic complications of diabetes than there was with
the first five versions.
Harrison's Principles of Internal Medicine, a standard
textbook for medical students and physicians says, "In insulindependent patients, particularly those on intensive insulin regimens,
the composition of the diet is not of critical importance since
adjustment of insulin can cover wide variation in food ingestion."4
This reflects the medical establishment's view that the principle
indicator of diabetes control and main prognosticator of future
complications is the blood glucose or sugar level. Reducing animal
products rich in fat and cholesterol is given less importance.
Type 1 and Type 2 Diabetes
In the United States, about 700,000 people have type 1
diabetes mellitus.5 Type 1 diabetes is caused by the body's own
immune defenses destroying the insulin-secreting cells of the
pancreas. Medical researchers do not fully understand the trigger for
this autoimmune process, but genetic factors presumably play an
important role. Most frequently the onset of type 1 diabetes occurs
j
k

Based on a dietitian’s nutritional assessment and the patient’s treatment goals.
Less than 10% of calories from saturated fats
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during childhood or adolescence, but it can also begin in the 20's,
30's or 40's.
The ADA recently changed the criteria for diagnosing type 2
diabetes.6 Now someone with a fasting blood glucose of 126
milligrams / deciliter (mg / dl) or greater has diabetes. Formerly, the
fasting blood glucose had to be 140 mg / dl to make the diagnosis.
According to the Centers for Disease Control, nearly 21 million
Americans have type 2 diabetes and 41 million more are prediabetic;
their fasting blood sugar is 110 – 125 mg / dl7 and will reach the
diabetic level if they do not alter their living habits.
Based on Centers for Disease Control and Prevention
projections, one in three children born in the United States in the
year 2000 will become diabetic in their lifetimes—for Latinos: one
in every two. Diabetes decreases longevity by 5 to 10 years. Since
1987, the death rate due to diabetes has increased by 45%, while the
death rates due to heart disease, stroke, and cancer have declined.
The American Diabetes Association says the disease could actually
lower the average life expectancy of Americans for the first time in
more than a century.8
Higher than normal blood glucose levels occur in type 2
diabetics despite increased secretion of insulin from the pancreas.
Type 2 diabetes usually begins in the 40's, 50's, or 60's but
increasingly can start earlier, even in adolescence or childhood. In
New York City, 40% of diabetic children have type 2 diabetes.8
Because of the significant overlap in ages of onset of the two types
of diabetes, we now call them type 1 and type 2 rather than the older
terms of juvenile and adult onset diabetes.
Without daily injections of insulin, type 1 diabetics would
die within days or weeks due to a deadly metabolic derangement
called ketoacidosis. One or two injections per day of insulin can
satisfactorily maintain the blood sugar and acid-base equilibrium to
keep people alive for decades.
Acute symptoms of type 2 diabetes generally occur when the
blood glucose is 200 – 300 or higher. The acute symptoms—severe
thirst, frequent urination, weakness, and blurry vision—require
treatment with blood sugar-lowering pills or insulin.
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Long-term Complications of Diabetes
Retinopathy (i.e., damage to the small vessels at the back of
the eye) from diabetes is the most common cause of blindness in 20
– 74 year-old people in the United States. About 3.6% of type 1
diabetics and 1.6% of type 2 diabetics are legally blind.9 In the U.S.
and Europe, diabetic kidney disease (nephropathy) leads all other
causes of end-stage kidney disease. Medicare will pay almost $13
billion in 2007 for kidney dialysis of diabetic patients.10, 11 People
with diabetes experience nerve damage (neuropathy) much more
frequently than non-diabetics. This may cause painful feet,
impotence, and digestive problems. Accelerated atherosclerosis of
small and large vessels due to diabetes causes increased rates of
heart attacks, strokes, and amputations of toes, feet, or legs.
Type 2 diabetes causes all of the same complications as type
1 diabetes. However, these complications generally occur later in
life because of the later onset of the disease. Since over 95% of
diabetics have the type 2 form, most complications and costs occur
in this group.
The chance of having any of the complications of diabetes
depends on the person's length of time with the disease, genetic
influences, other vascular disease risk factors (e.g., smoking, high
blood cholesterol, and hypertension), and the control of the blood
glucose. The better people with diabetes maintain the blood glucose
close to the normal range, 60 – 100 mg / dl, the less likely the
complications are to occur. Doctors use the degree of glucose
binding to hemoglobin in red blood cells (i.e., Hemoglobin A1C or
HbA1c) as the index of long-term control of blood glucose (normal
range HbA1c = 4.5% – 6.0%). The HbA1c values give better
indicators of long-term glucose control than isolated blood serum or
plasma glucose determinations; the higher the values, the greater the
risk of diabetes complications.
Perverse Financial
Management

Incentives

Impedes

Diabetes

Disease

Since the complications of diabetes (amputations, kidney
failure, blindness, neuropathic pain, etc.) are painful and disabling
and avoiding them is very possible, lifestyle changes to prevent
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complications should be the top priority in diabetes disease
management. It isn’t.
The money goes to treatment of complications and not to
prevention. For instance, three of four hospital-based diabetes
management centers in New York City closed while the number of
New Yorkers with Type 2 diabetes was nearly doubling. The
prevention programs failed to make money.
While insurers will pay $30,000 or more for amputating a
limb of a person with diabetes, they often refuse to pay $150 for a
diabetic to see a podiatrist, who can help prevent foot ailments that
will lead to amputations. Although a diet that is very low in animal
fat and cholesterol will control weight and delay or prevent the need
for dialysis, insurance companies may not offer patients nutritional
counseling for $75 a visit. However, insurers and Medicare pays the
$60,000 per year for kidney dialysis and for bariatric surgery
(intestinal bypasses see Chapter 4), costing $30,000 – $40,000 if
there are no major complications.
In order for insurers to control costs of treating diabetic
complications, they limit diabetes benefits for fear they will draw
the sickest, most expensive patients to their rolls.12
Drug Treatment of Asymptomatic Type 2 Diabetics
When teaching interns, residents, and medical students about
using glucose-lowering drugs to treat type 2 diabetics with no
symptoms (excessive thirst and urination, blurry vision, etc.), I
always referred them to the University Diabetes Program Group trial
comparing insulin and two kinds of glucose-lowering pills with
placebo.13, 14 None of the drugs reduced the diabetic complications
compared with placebo. One of the drugs, phenformin, caused an
excess of deaths due to lactic acidosis (too much acid building up in
the blood) and was consequently taken off the market. Although I
was in the minority of practicing physicians, I taught my physiciansin-training not to prescribe medications for asymptomatic type 2
diabetics. Instead, I told them to prescribe a vegan diet and aerobic
exercise. I based this on my study of the diets of Drs. Dean Ornish,15
John McDougall,16 and others that helped diabetics lose weight and
control blood glucose.
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In 1998, the United Kingdom Prospective Diabetes Study,
involving 3,867 newly diagnosed patients with type 2 diabetes,
concluded that insulin injections or pills to lower blood glucose
(metformin, chlorpropamide, glibenclamide, or glipizide) reduced
the long-term complications of diabetes.17 This contradicted the
result of the University Diabetes Program Group trial and gave
physicians the evidence they needed to justify drug therapy for
asymptomatic type 2 diabetics.
The results and conclusion of this landmark trial require
interpretation.
Only by combining all of the endpoints of the study (sudden
death, death from hyperglycemia [high blood sugar] or
hypoglycemia [low blood sugar], fatal or non-fatal myocardial
infarction, angina, heart failure, stroke, renal failure, amputation [of
at least one digit], eye hemorrhage, retinopathy [vascular damage to
the back of the eye] requiring photocoagulation, blindness in one
eye, or cataract extraction) were the investigators able to
demonstrate a very small but statistically significant benefit favoring
early drug treatment. All of the overall difference in complications
between the drug versus no drug groups related to extra
photocoagulation treatments due to diabetic retinopathy (a surrogate
endpoint rather than a clinical endpoint because it was a treatment
prompted by an examination not a symptom). The researchers
reported no significant difference in any of the incidences of other
diabetic complications. At the same time, drug treatment caused
considerably more episodes of low blood glucose (hypoglycemia)—
sometimes requiring hospitalization—and more weight gain (2.9 kg
/ 6.4 lbs more on average over 10 years).
After analyzing these data, I concluded that the pressure to
prescribe drugs for asymptomatic type 2 diabetics must come from
the drug companies that receive billions of dollars in additional
yearly revenue. Since 1995 when only sulfonyluria drugs were FDA
approved for type 2 diabetes, five new classes of drugs have been
developed:
biguanides,
alpha
glucosidase
inhibitors,
thiazolidinediones, metglitinides, and D-phenylalanine derivatives.
In Worse Pills Best Pills Book, Public Citizen's Health Research
Group advises against using Glucophage (metformin), Actos
(pioglitazone), or Avandia (rosiglitazone), three of the biggest
selling drugs because of the risk of adverse effects.18
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Intensive Insulin Therapy for Type 1 Diabetics
Before 1993, studies had not proven that tight glycemic
control (attempting to keep the blood glucose as close to normal as
possible) made a difference in preventing the macrovascular (heart
and brain) or microvascular (eye, kidney, and nerve) complications
of diabetes.19-24 In 1993, the authors of the Diabetes Control and
Complications Trial (DCCT) triumphantly presented the results and
conclusions of their nine-year study, supporting tight glycemic
control to slow the progression of eye, kidney, and nerve damage.25
This $50 million government-funded randomized controlled trial
involved 1,441 people with type 1 diabetes.
About half of those patients received an intensive treatment
program with close monitoring by medical personnel and three to
four insulin injections per day or a continuous infusion insulin
pump. The other half had “standard treatment,” consisting of one or
two insulin injections per day. Compared with standard treatment,
the intensive treatment slowed the progression of the diabetes
complications of retinopathy (65%), nephropathy (54%), and
neuropathy (60%). Based on this study, most type 1 diabetics are
advised to maintain tight control of their blood glucose with an
insulin pump or 3 – 4 insulin injections per day.
Risks of Intensive Treatment
Seven intensively-treated versus four conventionally-treated
patients died during the first nine years of DCCT follow-up.25 While
not statistically significant, this was still a disturbing trend. About
three times as many intensively-treated patients had episodes of
severe hypoglycemia (low blood sugar)—including some with
multiple episodes—as patients in the conventionally-treated group.26
While there were no deaths, myocardial infarctions, or strokes
definitively attributed to hypoglycemia in either group, there was
one motor vehicle accident death in each group that may have been
caused by hypoglycemia. Additionally, there was a motor vehicle
accident death of a person not in the study who was hit by an
intensively-treated
group
patient
who
was
"probably
25
hypoglycemic." Diabetics on tight glycemic control regimes also
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have significantly more episodes of diabetic ketoacidosis—a life
threatening derangement of acid-base balance in the body.27
Despite consuming significantly fewer calories, the
intensively-treated diabetics averaged 5.1 kilograms more weight
gain than conventionally-treated patients in the first year of
treatment.28 The higher blood glucose in the standard treatment
group led to more glucose (and calories) being excreted in the urine.
This phenomenon in type 1 diabetics of wasting sugar in the urine
accounts for the thin physiques of those in poor control of their
blood glucose levels.
Cost Considerations
Approximately 120,000 out of 700,000 type 1 diabetics in
the United States meet intensive glycemic control eligibility criteria.
Adjusted for inflation of health care costs, implementing intensive
rather than conventional therapy in this population will cost over
$800 million in 2007.11, 29
Excluding the bills for treatment of the complications of
diabetes (coronary disease, strokes, amputations, blindness, etc.), the
cost of diabetes care (drugs, blood monitoring equipment, doctors
visits, preventive care practices, etc.) will increase from about $11
billion in 1997 to about $60 billion projected for 2007.11, 30, 31
Medical inflation, an increased number of people with diabetes,
more type 2 diabetics taking oral medications, and more type 1 and
type 2 diabetics on tight blood sugar control programs with insulin
or pills account for this dramatic increase. Intensive glycemic
control programs approximately double the cost of diabetes-related
and general medical care of type 2 diabetics.32
No one has published figures on the number of type 2
diabetics that are currently receiving intensive glycemic control
therapy or the number of asymptomatic type 2 diabetics now taking
blood sugar pills. Out of the 15 million U.S. residents projected that
will be diagnosed with type 2 diabetes in 2007,5 a conservative
estimate would be that 5 million – 7 million will receive medication
for asymptomatic blood sugar elevation or will be on tight glycemic
control programs. Of the $60 billion projected to be spent on
diabetes care in 2007,5, 33 pills for asymptomatic type 2 patients and
intensive glycemic control programs for type 2 diabetics will
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probably account for $20 – $30 billion. This does not include the
additional medical costs for the 6.6 million diabetics who have not
been diagnosed or the 41 million Americans with prediabetes.
Health Status Trends of Americans with Diabetes
Since the results of the Diabetes Control and Complications
Trial in 1993, type 1 diabetics have been encouraged to tightly
control their blood sugars by using insulin pumps or frequent
injections of insulin according to multiple daily blood sugar tests.34
Intensive glycemic (blood sugar) control has been recommended to
many people with type 2 diabetes, including advocating drug
treatment with frequent monitoring for asymptomatic patients, since
the results of the United Kingdom Prospective Diabetes Study in
1998.17
It would be fair to ask if the dreaded complications of the
disease have been reduced at all so far with all this emphasis on tight
glycemic control. Table 2 shows the time trends in the complications
of diabetes according to the Center for Disease Control.35
Obviously, whatever has been spent on diabetes disease
management or “diabetes care” ($23 billion in 2002) has not
favorably impacted the disease complications as of 2002. There is
no reason to predict that the data for 2007 will show a stabilization
or reversal of the trends of increasing complications suffered by
people with diabetes despite exponential increases in direct medical
cost of diabetes, including what is supposed to be preventive care.
Neither is the utilization of the standard preventive practices for
diabetics very high, according to the latest available data (Table 3).
Will increasing the compliance with the tests and treatments
in Table 3 at a cost of additional tens of billions of dollars translate
into reduced complications of diabetes (Table 2)? We don’t know.
However, more of these tests and treatments for people with
diabetes will certainly not reverse the steep upward trend of the
diabetes type 2 epidemic.
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Table 2. Trends in health indices of people with diabetes in the
United States
1980 1997
2002
2007
Change
pro2002
jected
versus
1997 %
Health indices
Total number of cases in selected
for diabetics
years (thousands)
People
5,800 9,500
13,600 16,900 + 43%
diagnosed with
diabetes
Visual
2,500
3,100
+ 24%
impairment
Cases of toe
27
35
+ 33%
amputation
Hospitalization 21
62
49
- 21%
for peripheral
arterial disease
Hospitalization 33
56
84
+ 50%
for foot
ulceration
Hospital-ization 42
43
78
+ 81%
for painful
neuropathy
Poor mental /
5,750
8,896
+ 56%
physical health
in past 30 days
Inability to do
2,774
4,651
+ 68%
usual activities
in past 30 days
Initiation of
7
35
44
+ 24%
kidney dialysis
Prevalence of
386
516
+ 34%
cardiovascular
disease
U.S.
278,000 293,000 307,000 + 5.4%
36
population
Cost $billions
11
23.2
60
+ 111%
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Table 3. Rates of Preventive Care Practices per 100 Adults with
Diabetes, United States, 200435
Preventive Care Practice
Compliance
Annual Dilated Eye Exam
68.6%
Daily Self-Monitoring of Blood Glucose
59.8%
Annual Foot Exam
67.7%
Annual Doctor Visit
90.1%
Daily Self-Exam of Feet
65.8%
Two or more HbA1c Tests in Last Year
71.9%
Attended Diabetes Self-Management Class
53.7%
Annual Influenza Vaccine
56.8%
Ever Had Pneumococcal Vaccine
50.3%
Conclusion
Drug treatments for asymptomatic type 2 diabetics and
intensively controlling the blood glucose with insulin injections or
pills have significant risks and costs. The results of the United
Kingdom Prospective Diabetes Study do not warrant the risks and
costs of blood sugar lowering pills for type 2 diabetics that are not
symptomatic. Results of the DCCT in type 1 diabetics do not justify
intensive glucose control programs in type 2 diabetics.
The American Diabetes Association Diet is not evidencebased to reduce complications of diabetes. Diabetics need dietary
recommendations from the ADA that are based on science rather
than opinion and food politics. The potentially beneficial effects of a
more plant-based diet in people with type 1 and type 2 diabetes
should be explored (Chapter 8).
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Chapter 8
Disease Prevention –
Treatment That Works
As noted in Chapters 4 – 7, our current approach to weight
control, hyperlipidemia, hypertension, and diabetes care, advocating
ineffective diets and focusing on expensive and inadequate tests and
treatments, has failed to stem our epidemics in these areas. Instead
of more medical tests and drugs, Americans need intensive lifestyle
monitoring and modification based on scientific evidence. People
need access to evidence-based feedback on a daily basis of the
effects of their diets and lifestyles on their likelihood of developing
obesity, high blood lipids, high blood pressure, type 2 diabetes, and
cardiovascular disease.
Evidence-based Intensive Lifestyle Monitoring and Modification
This chapter will discuss good news—scientific evidence
showing how positive health habits can benefit people in preventing
/ treating obesity, high blood lipids, hypertension, and type 2
diabetes and the associated cardiovascular complications (e.g., heart
attack, stroke, heart failure, death). The evidence will come
primarily from my research on the Diabetes Control and
Complications Trial (DCCT), which was mentioned in Chapter 7. In
addition to demonstrating that tight blood glucose control by
frequent insulin injections helps prevent complications in people
with type 1 diabetes, it is one of the world’s best databases for the
study of the relationship between diet and lifestyle and
cardiovascular health risk factors.
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DCCT dietitians periodically collected careful diet histories
on the 1,441 DCCT subjects with insulin requiring (i.e., type 1)
diabetes. They included these histories in the computerized database
of the study. Remarkably, the DCCT investigators neglected to
evaluate the diet and health habits of subjects and relate them to the
outcomes of the study (diabetes complications: retinopathy,
nephropathy, and neuropathy) or the risk factors for atherosclerosis
(body mass index, blood glucose levels, insulin consumption, serum
lipid levels, and blood pressure).
I bought the DCCT statistical data from the National
Technical Information Services, and analyzed the relationship
between diet and lifestyle and health endpoints (disease progression
and risk factors). Claudio Nigg, PhD, a nutrition and exercise
researcher at the University of Hawaii, Amy Lanou, PhD, an
Assistant Professor of Nutrition at the University of North Carolina,
and John Pezzullo, PhD, former Georgetown University
biostatistician, have helped me on aspects of this work.
Employing DCCT data, I used a statistical technique called
multiple regression analysis to relate data on lifestyle (diet, alcohol,
exercise, tobacco use, and sleep quality) with health indices (body
mass index [BMI], blood sugar [HbA1c – see Chapter 7], insulin
utilization, LDL / HDL cholesterol ratio, and blood pressure). Dr.
Pezzullo derived a formula for me to convert the output of multiple
regression-derived risk factor formulas (i.e., in standard deviations
from the mean) into percentiles of the American adult population,
which is more understandable to the public.
Diet
Table 1 shows some examples of average or typical dietary
nutrient intakes for one day from the DCCT subjects and those from
other popular diets.
The statistical database of the DCCT subjects gave me the
average nutrient intake of the group. The nutritional contents of the
average American’s diet comes from the most recent data available
from the “Continuing Survey of Food Intakes by Individuals.”1, 2
References from the medical literature supplied data on the DASH
Diet3 and Mediterranean Diet.4 I calculated the nutrient composition
of a typical McDonald’s Restaurant diet and my vegan diet by using
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the “MyPyramid Tracker” website provided by the U.S. Department
of Agriculture Center for Nutrition Policy and Promotion.5 The food
choices for these two diet examples are in Appendix 2.
Table 1. Comparisons of Diets
Nutrient DCCT
Standard
intakes
subjects’ U.S.
and
average
Adult’s
predictdiet6
diet1
ed health
indices

DASH
diet 3

Mediterranean
diet 4

Calories

2,308

2,051

2,000

1,947

McDonald’s
Restaurant
diet1, 5
(Appendix 2)
2,855

My
vegan
diet5
(Appendix 2)

Protein
(g)
Carbohydrate
(g)
Total fat
(g)
Saturated fat (g)
Monounsaturated
fat
[MUFA]
(g)
Polyunsaturated
fat
[PUFA]
(g)
Dietary
fiber (g)
Alcohol
(g)

102.4

79.1

90

78.9

108

118

264.3

255.3

275

231.7

288

431

94.8

76.6

60

65.8

142

104

32.8

25.7

13.3

17.3

45

28

35.8

29.4

28.9

32.7

58

34

19.3

15.6

17.8

9.95

28

34

24.1

16.3

31

18.6

13

77

3.3

9

0

16.2

0

0

2,898

Alcohol
The book, Eat, Drink, and Be Healthy—The Harvard
Medical School Guide to Healthy Eating, suggests, “.. if you are an
adult with no history of depression or alcoholism who is at high risk
for heart disease, a daily alcoholic drink may help reduce that risk.”7
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This recommendation is based on over 50 observational studies such
as the Physicians’ Health Study8 and Nurses’ Health Study9, most of
which found that moderate consumption of alcohol is associated
with fewer cardiovascular deaths in men and women.
However, as medical researchers all know, association does
not necessarily mean causation. A recent meta-analysis of 54
alcohol studies found that only seven defined “non drinkers” as
people who had never consumed alcohol or who had stopped
drinking years earlier for reasons unrelated to their current health.
All seven of those studies showed no benefit from moderate
drinking.10 The rest of the alcohol studies were flawed, because they
included among the abstainers people who stopped drinking alcohol
because of alcohol-related health problems. This means that
recommendations to drink alcohol moderately to reduce the risk of
cardiovascular disease or any other disease are based on erroneous
data.
Like
hormone replacement
therapy (HRT)
for
postmenopausal women, alcohol intake decreases LDL / HDL
cholesterol ratios.11, 12 Just as the Women’s’ Health Study
conclusively demonstrated that HRT increases rather than decreases
cardiovascular disease,13, 14 this recent meta-analysis shows that
alcohol use does not decrease cardiovascular disease or death. More
scientifically valid studies are needed.
In the DCCT database of 1,441 people ages 12 – 39, only
one woman averaged more than two drinks per day and three men
averaged more that three drinks per day. So only mild to moderate
drinking in relatively young people can be assessed. The average
alcohol intake (3.3 g / day) was considerably under that of the
average American (about 25 g / day).15 For the purposes of this
analysis, I will exclude alcohol abusers and estimate the average
non-alcoholic American’s alcohol intake at 9 grams per day.
Tobacco Use
By all accounts, smoking causes cardiovascular disease. Not
surprisingly, it also increases the risk factors for cardiovascular
disease such as high blood cholesterol levels,16 high blood insulin
levels, high blood glucose, and type 2 diabetes.17 In a previous
article from this DCCT database, I reported that smoking was
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associated with much higher intakes of calories, saturated fatty
acids, monounsaturated fatty acids (MUFA), cholesterol, and
alcohol and less dietary fiber.18 Despite higher caloric intake and
more dietary fat, the BMI does not increase as fast in smokers
compared with smokers. For this reason, adolescents, in particular,
may be attracted to smoking.19 Probably because smoking reduces
weight gain and increased weight raises the blood pressure, tobacco
use has not been found to be a risk factor in developing
hypertension.
Over the 4 – 9 years that the DCCT subjects were on study,
some smokers would quit using tobacco and some nonsmokers
would begin smoking. At any given time during the DCCT trial,
about 21% of males and females were smokers. Older subjects
smoked more than younger ones. Once DCCT subjects quit
smoking, their diets became like those of never smokers. For this
reason, smokers and former smokers must be analyzed separately
from never smokers when evaluating the overall average diet in
relationship to change in BMI per year.
Exercise
Exercise is unequivocally beneficial in reducing the risk of
cardiovascular disease and the risk factors such as hypertension,20
obesity,21 high blood lipid levels,20 and type 2 diabetes.22
Although the researchers encouraged all the subjects to
exercise regularly, most did not. The average exercise level was less
than mild on a 1 – 4 scale (1 = sedentary, 2 = mild exercise [e.g., 30
minutes walking per day], 3 = moderate exercise [e.g., 60 minutes
walking per day], 4 = vigorous exercise [e.g., 60 minutes running
per day]). Fifty one percent of subjects averaged less than 2.0,
46.1% of subjects scored 2.0 – 2.99 on average, and 2.8% of
subjects averaged 3 – 4. For the purposes of this analysis and
individual diet and lifestyle analyses on my website, I converted
from the DCCT scale to the MyPyramid.gov scale (exercise level on
a 0 – 100 scale).
To fully assess the benefits of physical activity in this kind of
study, more people have to engage in regular moderate to vigorous
exercise. Unfortunately, Americans in general have exercise habits
similar to those of DCCT subjects.
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Sleep Quality
Sleep quality is an important lifestyle issue. Total sleep time
for the U.S. population has decreased by 20% over the past
century,23 and sleep deprivation has been linked to obesity24-26
hypertension,27, 28 dyslipidemia (e.g., high LDL / HDL cholesterol
ratio), elevated HbA1c, high blood insulin and type 2 diabetes.26
According to the research company IMS Health, about 42 million
sleeping pill prescriptions were filled in 2005, up nearly 60% since
2000.29 The American culture needs to allocate more time for sleep
and to adopt more natural sleep hygiene methods (e.g., regular
bedtime and wake up times, daily aerobic exercise workouts,
relaxation exercises or meditation, and midday naps, and avoiding
overly stimulating media before bedtime, caffeine after noon, and
alcohol as an insomnia remedy, etc.).
The DCCT researchers regularly surveyed their subjects’
sleep quality because they were interested in the effects of the
diabetes and the intensive treatment program on the quality of life,
including the quality of sleep. The two survey questions about sleep
were these:
•

“How often do you have a bad night’s sleep?” 1 =
never, 2 = very seldom, 3 = sometimes, 4 =
often, 5 = all the time

•

“How satisfied are you with the quality of your
sleep?” 1 = very satisfied, 2 = moderately
satisfied, 3 = neither, 4 = moderately dissatisfied,
5 = very dissatisfied

On both of these questions, the DCCT subjects averaged
about “2” on the 1 – 5 scale, but with wide variation between
subjects. Tobacco users had poorer quality sleep than non users, but
sleep was not significantly affected on average by alcohol
consumption, caffeine use, or variations in nutrient intake. This may
be because of the young age of the subjects (average age 27 at the
beginning of the trial) and the low average consumption of alcohol
(3.3 g / day). In this database, the sleep quality got significantly
better with increasing age while the caffeine consumption went up.
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Consequently, longer term data will be required to determine the
effect of caffeine on sleep quality.
Using The DCCT Data To Monitor The Predicted Health Effects
of Diets
Using the statistical method multiple regression analysis on
the DCCT nutritional data, Table 2 below compares the predicted
health effects of the six diets in Table 1.
The other health indices are expressed as percentiles with
reference to the standard American adult’s diet.2 For instance, the
50th percentile for blood pressure corresponds to the diet of the
American that has the average blood pressure for Americans.
Applying the multiple regression formulas to the optimally healthy
diet would give percentiles for each health index (e.g., HbA1c,
insulin use, LDL / HDL ratio, and BP change / year) that are as low
as possible, meaning that the vast majority of Americans have diets
that are more conducive to developing those risk factors (e.g., type 2
diabetes, high LDL / HDL ratio, and hypertension). The nutritional
and lifestyle factor components of the multiple regression-derived
formulas that served as the basis for these comparisons will be
explained in the subsequent sections.
Relative to the average American adult’s diet, Table 2 shows
that DCCT subjects have lower predicted increases in BMI / year
and fairly similar other health indices. The multiple regression
formulas predict that people on the DASH Diet would gain less
weight than average Americans and have lower HbA1c levels and
insulin consumption. Regarding the claim to fame of the DASH Diet
in lowering blood pressure,31 it registered at the 1st percentile, an
excellent score. However, the formula for the LDL / HDL
cholesterol ratio predicts that the DASH Diet would increase the
ratio to above that of the average American (80th percentile). If the
DASH Diet had what I estimate to be an average non-alcoholic
American adult’s alcohol consumption (9 grams / day), the predicted
LDL / HDL cholesterol ratio would be about like that of the average
American adult (53th percentile) and the BP change / year would
move to the 16th percentile. Of these five cardiovascular disease risk
factors, alcohol consumption only enters the multiple regression
formula for LDL / HDL cholesterol ratio and the BP change / year.
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Table 2. Comparisons
Database Analysis
Nutrient Average
intakes
U.S.
and
adult’s
predictdiet2
ed health
indices
Calories
Protein
(g)
Carbohydrate
(g)
Total fat
(g)
Saturated fat (g)
MUFA
(g)
PUFA
(g)
Dietary
fiber (g)
Alcohol
(g)
BMI
units
(change
/ yearl )
HbA1cm
Insulin
usem
LDL /
HDL
ratiom
BP
change /
yearl , m

of Diets and Predicted Health Indices Based on DCCT
DCCT
subjects’
average
diet

DASH
diet 3

Mediterranean
diet 4

My
vegan
diet5
(Appendix 2)

1,947
78.9

McDonald’s
Restaurant
diet5, 30
(Appendix 2)
2,855
108

2,051
79.1

2,308
102.4

2,000
90

255.3

264.3

275

231.7

288

431

76.6

94.8

60

65.8

142

104

25.7

32.8

13.3

17.3

45

28

29.4

35.8

28.9

32.7

58

34

15.6

19.3

17.8

9.95

28

34

16.3

24.1

31

18.6

13

77

9

3.3

0

16.2

0

0

+1.39

+0.47

+0.23

+1.65

+1.72

-1.71

50

55

50

25

36
3

43
32

63
89

4
1

50

53

80

69

94

<1

50

28

1

55

59

13

2,898
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l

For nonsmoking subjects only. Predicted changes in BMI per year due to diet are
expressed as BMI units.
m
Percentile rankings
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Compared with the American Heart Association Diet, the
Mediterranean Diet is significantly more plant-based, including a
higher intake of fresh fruits, vegetables, legumes, cereals containing
large amounts of fiber, antioxidants, minerals, vegetable proteins,
and vitamins of the B group. The Mediterranean Diet has a high
predicted rate of weight gain and other risk factor scores not far
from those of the average American adult. This is consistent with
the main study of people on the Mediterranean Diet, showing that
the average patient was overweight at the completion on the trial
(BMI = 26.3) Compared with control patients given American Heart
Association-like diets, the Mediterranean Diet demonstrated no
improvement of LDL / HDL cholesterol ratio, HbA1c levels, or
blood pressure. Insulin levels were not reported. Despite these poor
results with cardiovascular risk factors, Mediterranean Diet patients
had 50% – 70% fewer adverse cardiovascular events than control
patients.4
Like the Mediterranean Diet trial, a dietary trial reported in
India looked at cardiovascular events and deaths in two groups that
were advised to follow a fat reduced diet. In a randomized
comparison, one of the groups was also advised to eat more fruit,
vegetables, nuts, and grain products. The group with the more plantbased diet had 39% fewer adverse cardiovascular events and 45%
fewer deaths in one year. Unlike the Lyon Diet Trial with the
Mediterranean Diet, the trial in India showed that the more plantbased diet group had significantly lower total cholesterol levels.32
The McDonald’s Restaurant Diet (Appendix 2) predicts for
high weight gain and poor results on all the other risk factors. The
documentary film “Supersize Me” graphically illustrates the adverse
effect of the McDonald’s Diet.33
My vegan diet (Appendix 2) had about the same number of
calories as the McDonald’s Diet and more calories than the others.
Yet the formulas predict significant weight loss and low percentile
scores for the other risk factors. This is consistent with my medical
history. In my late 20s on a standard American diet, my BMI was
23.0 and total cholesterol was 190 mg / dl. After studying the
relationship of an animal-based diet with risk of various cancers, I
significantly reduced animal foods from my diet in 1979. In 1992, I
became a vegan. Now my BMI is 19.5 and my total cholesterol
ranges from 140 – 150 mg / dl with a LDL / HDL cholesterol ratio
125

of less than 2.0. At age 35 when I went to a blood bank to donate
blood, the nurse said she couldn’t take my blood because my blood
pressure was 98 / 62 and my pulse was 46. After I convinced her
that the low blood pressure and pulse were due to my training for
half marathons, she agreed to take a unit of my blood. My blood
pressure is now about 126 / 76. I have not had measurements of
blood insulin or HbA1c done.
The DCCT provides the opportunity to use an evidencebased statistical method to assess the effect of diet, exercise, tobacco
use, and sleep quality on weight control.
What DCCT Data Tell Us About Weight Control
While diabetics have significant metabolic differences from
non-diabetics, people with diabetes can easily become overweight or
obese like anyone else. In fact, by the end of the trial, the average
non-smoking DCCT subject at age 33 was overweight (BMI = 25.8).
At the rate their BMIs were increasing, in 10 more years, the
average non-smoker will be obese (BMI = 30.5).
The important nutrients in the multiple regression equation
relating to change in BMI per year in non-smokers are the
following:
1. Carbohydrate intake with little fiber causes
BMI to increase.
2. Monounsaturated fatty acids (MUFAs) cause
BMI to increase.
3. Polyunsaturated fatty acids (PUFAs) cause
BMI to decrease.
4. Dietary fiber causes the BMI to decrease.
5. The number of calories does not enter into
equation.
6. Exercise causes the BMI to decrease.
7. Frequent bad sleep nights correlates with
increasing BMI.

the
the
the
the
an

DCCT data show that the types of calories are important but
not the number of calories. Overweight and obese people consumed
slightly fewer calories than people of normal weight. The multiple
126

regression-derived formula indicates that an important nutritional
relationship concerning weight control is the ratio of total
carbohydrates to dietary fiber. The lower the ratio, the better. For
example, the ratio of total carbohydrate to dietary fiber in white rice
is 70:1, whereas oat bran bread has a ratio of 3.4:1. While both
foods are high in carbohydrates, eating white rice would likely
correlate with weight gain, and eating oat bran bread would correlate
with weight loss or at least no gain.
Weight control also depends on the ratio of monounsaturated
fatty acids to polyunsaturated fatty acids (MUFA / PUFA). For
instance, a porterhouse steak has a MUFA / PUFA ratio of 11.6:1,
while walnuts have a MUFA / PUFA ratio of 0.4:1.34 In this
database and probably generally, long-term weight control depends
on the overall average ratios of MUFA / PUFA and total
carbohydrates / dietary fiber of all the foods eaten. The saturated
fatty acid intake, which is an important risk factor for heart disease
and cancers, is closely correlated with the MUFA consumption. The
more plant-based your diet is, the lower will be your ratios of
MUFA / PUFA and total carbohydrates / dietary fiber.
The DCCT data show that exercise provides an excellent
way to control or lose weight. The very modest exercise levels of
DCCT subjects clearly contributed to their unhealthy increases in
BMI.
With Dr. John Pezzullo’s help with simplifying the
calculations, my statistical analysis of DCCT subjects produced the
following evidence-based formula that predicts changes in BMI over
time for nonsmokers:
Predicted change in BMI units per year = - 1.411 + total
carbohydrate (% of calories) /23.65 + MUFA (% of calories) /8.273
+ PUFA (% of calories) /11.44 - dietary fiber (g / 1,000 calories)
/13.74 - exercise level (MyPyramid 0 – 100 scale) /51.52 - 0.16852
+ bad sleep frequency (1 – 5 scale) /2.598
The very different equation for smokers probably reflects the
effect of tobacco use on diet.
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Predicted change in BMI units per year = 1.639 - saturated fatty
acids (% of calories) /11.46 - exercise level (MyPyramid 0 – 100
scale) /68.31 - 0.09833 + bad sleep frequency (1 – 5 scale) /2.773
Like in non-smokers, exercise reduced BMI and sleep difficulty
correlated with increases in BMI. Ironically, a higher percentage of
calories as saturated fatty acids in the diets of smokers slightly
decreases the rate of increase of BMI. Smoking and increasing the
proportion of calories consumed as saturated fatty acids are not
healthy ways of achieving weight control.
Insulin Utilization
Only in people with type 1 diabetes can we accurately
determine the insulin required on average over months and years.
This is because type 1 diabetics produce almost no insulin. They
depend almost entirely on injected insulin, which was regularly
measured and recorded. Consequently, the DCCT database is
perhaps the best place available anywhere to study the relationship
of insulin consumption with diet and lifestyle factors and with health
risk factors.
The factors that influence the insulin utilization are the
following:
1. Dietary fiber decreases the insulin utilization.
2. Protein increases the insulin utilization.
3. Carbohydrate intake with little fiber increases the
insulin utilization.
4. Saturated fatty acids increase the insulin
utilization.
5. MUFAs increase the insulin utilization.
6. Again, the number of calories does not enter into
the equation.
7. Exercise decreases the insulin utilization.
8. Tobacco use increases the insulin utilization.
9. Frequent bad sleep nights increase the insulin
utilization.
10. Poor sleep satisfaction increases the insulin
utilization.
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Since in the DCCT, the experimental group with the tightly
controlled blood glucose with multiple insulin injections per day
consumed significantly more insulin on average than the group
taking only 1 – 2 injections per day, I found separate multiple
regression formulas for each group and then averaged them. The
multiple regression equation combining both groups is
Insulin utilization = - 7.098 + protein (% of calories) /14.55 + total
carbohydrates (% of calories) /10.17 + saturated fatty acids (% of
calories) /14.67 + MUFA (% of calories) /5.479 - dietary fiber
(grams / 1,000 calories) /3.343 - exercise level (1 – 4) scale /115 0.05117 + tobacco use (yes = 1, no = 0) /3.379 + sleep satisfaction
(1 – 5 scale) /6.843 + bad sleep frequency (1 – 5 scale) /6.413
The Metabolic Syndrome
In this DCCT database, the more the subject’s utilization of
insulin, the more likely he / she is to have the constellation of risk
factors comprising the metabolic syndrome. The metabolic
syndrome—also called syndrome X, or insulin resistance
syndrome—affects 47 million Americans35 and consists of a cluster
of abnormalities including,
1.
2.
3.
4.
5.

hyperinsulinemia,
insulin resistance,
overweight / obesity,
hypertriglyceridemia,
low high-density lipoprotein cholesterol (HDLC),
6. high low-density lipoprotein cholesterol (LDLC),
7. hypertension,
8. hypercoagulability,
9. high inflammatory marker levels, and
10. increased risks of type 2 diabetes and coronary
heart disease.36
Researchers have long known that hyperinsulinemia (high
insulin utilization) is part of the metabolic syndrome. See Appendix
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4 for the abstract to an unpublished medical paper in which Dr.
Claudio Nigg and I make the case that the metabolic syndrome is
caused by excessive insulin production. In turn, the diet and lifestyle
factors noted above cause the overproduction of insulin.
Hemoglobin A1c (HbA1c)
Since the average HbA1c of subjects in the experimental
group of the DCCT was much lower that that of the standard group
(7.25% versus 9.1%), I again used separate multiple regressionderived formulas for the standard treatment group and experimental
group and averaged them. The factors that figure in the multiple
regression formula are the following:
1. MUFAs increase the HbA1c
2. Saturated fatty acids increase the HbA1c
3. Again, the number of calories does not enter into
the equation.
4. While carbohydrate intake (particularly refined
carbohydrates) clearly increases blood glucose
temporarily, the HBA1c (reflecting blood glucose
averaged over months) is not influenced by the
percent of calories as carbohydrates.
5. Tobacco use increases the HbA1c.
6. Frequent bad sleep nights increase the HbA1c
The resulting formula is below.
Predicted HbA1c = - 3.893 + (saturated fatty acids (% of calories) +
MUFA (% of calories)) /41.07 + saturated fatty acids (% of calories)
/22.91 + tobacco use (yes = 1, no = 0) /0.6624 + bad sleep
frequency (1 – 5 scale) /0.7823
LDL / HDL Cholesterol Ratio
In terms of cardiovascular disease risk, low density
cholesterol (LDL) is the “bad” cholesterol, and HDL cholesterol is
the “good” cholesterol (see Chapter 5). Regarding the relationship of
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diet and lifestyle factors and the LDL / HDL cholesterol ratio, the
DCCT statistics show that the important factors are the following:
1. MUFAs increase the ratio
2. To a lesser degree, total fat (saturated fatty acids
+ MUFA + PUFA + trans fatty acids) decrease
the ratio
3. Alcohol decreases the ratio (as has been reported
in the medical literature).
4. Dietary fiber decreases the ratio.
5. Again, the number of calories does not enter into
the equation.
6. While the percent of calories as saturated fatty
acids is included with total fat in decreasing the
ratio, the strong correlation of saturated fatty acid
intake with MUFA, which increases the ratio,
indicates that saturated fatty acids also increase
the ratio. When assessing the relationship of
individual nutrients with LDL / HDL cholesterol
ratios, the percent of calories as saturated fatty
acid was almost as strongly correlated as was
percent of calories as MUFA.
7. Exercise decreases the ratio.
8. Tobacco use increases the ratio.
The multiple regression equation generated is the following:
LDL / HDL cholesterol ratio = 2.376 - total fat (% of calories)
/6.394 + MUFA (% of calories) /2.561 - alcohol (% of calories)
/4.120 - dietary fiber (grams / 1,000 calories) /7.644 - exercise level
(0 – 100 scale) /73.78 + tobacco use (yes = 1, no = 0) /0.5452
Blood Pressure
The diet and lifestyle factors that contribute to high blood
pressure express themselves relatively late in life. Of people with
normal blood pressures at age 50, about 90% will eventually
develop hypertension. Limiting dietary salt has been found to reduce
blood pressure in people who are already hypertensive.37 Less is
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known about the relationship of long-term salt intake and the
development of hypertension. Alcohol consumption beyond a
threshold of about 18 – 30 grams per day tends to increase blood
pressure.38, 39 Alcohol consumption by the average DCCT subject
averaged only 3.3 grams / day.
The DCCT subjects were young (12 – 39 years old at the
beginning of the trial) and all had normal blood pressures.
Hypertension excluded potential candidates from the trial. The
males in the study averaged about 5 millimeters of mercury (mm
Hg) higher blood pressures than the females. During the 4 – 9 years
of the trial, the average subject’s blood pressure increased only
slightly from 114.5 mm Hg / 73.0 mm Hg to 115.9 mm Hg / 74.3
mm Hg. The mean blood pressure increased from 86.9 mm Hg to
88.1 mm Hg—0.18 mm Hg per year. Measurement of blood
pressure is only accurate to 2 – 3 mm Hg, and an individual’s blood
pressure normally fluxuates fairly widely. A caffeinated beverage
can temporarily raise the blood pressure. Obese subjects averaged
5.2 mm Hg higher mean blood pressures than subjects of normal
weight. Subjects who were over age 30 at the beginning of the trial
averaged 1.9 mm Hg higher mean blood pressures than subjects
under age 20.
Because of all these factors, it would be impossible to make
sense out of differences between subjects in blood pressure related
to diet and lifestyle. In order to get meaningful information about
the effect of diet and lifestyle on the blood pressure given all the
potentially biasing factors, I analyzed the relationship of the change
in mean blood pressure per year to the diet and lifestyle. Probably
because smokers do not gain weight as fast as non smokers, tobacco
use significantly slows the yearly increase in blood pressure. For this
reason, I analyzed smokers separately from non smokers. The
multiple regression analysis for smokers yielded no nutritional or
lifestyle variables to derive a formula.
The important risk factors shown by the multiple regression
formula for non smokers included:
1. Total carbohydrate intake increases the blood
pressure.
2. Saturated fatty acids increase the blood pressure.
3. MUFAs increase the blood pressure.
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4. Alcohol increases the blood pressure.
5. Exercise level does not affect the change in blood
pressure per year possibly due to low exercise
levels on average
6. Sleep satisfaction and frequency of bad sleep
nights do not affect the change in blood pressure
per year
The formula for non smokers is the following:
Predicted change in mean blood pressure per year = - 22.38 + total
carbohydrates (% of calories) /4.519 + (saturated fatty acids (% of
calories) + MUFA (% of calories)) /2.376 + alcohol (% of calories)
/2.597
Check Your Own Predicted Health Risk Factor Indices Based
on DCCT Data
To see whether your weight control or loss program will give
you good long-term results and what your cardiovascular risks are
likely to be in the future, forget about counting calories. Instead, do
the following:
•

•
•
•
•

Keep a daily diary of your food intake and enter it
into the diet monitoring part of the USDA
MyPyramid
Tracker
website
(http://www.mypyramidtracker.gov/)5 as shown
in Appendix 2 for a hypothetical day on a
McDonald’s Restaurant diet and the day of
January 23, 2006 on my vegan diet.
After inputting all food and drink for 24 hours,
click on “save and analyze.”
Then click on “nutrient composition,” and save
the chart that appears.
Then determine your level of exercise also on the
USDA MyPyramid Tracker website.
On my website, doctormanagedcare.com, input
your dietary intake and exercise level from the
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•
•

•

•

USDA website, your sleep quality for a 24 hour
day, tobacco use, and other information.
You will find your predicted BMI change per
year if you maintained those habits on average.
To estimate your BMI in 10 years, multiply the
yearly change in BMI result by 10 and add it to
your current BMI.
If you input your daily habits periodically, they
will be averaged and give you a better prediction
of how your BMI will be in the future.
Likewise, how your diet and lifestyle rank
relative to the average American adult’s
regarding propensity to develop the four other
health risk factors—expressed in percentiles—
will be displayed. Dr. Pezzullo derived the
equation in standard deviations above or below
the mean to percentiles. For example, if you rank
at the 50th percentile,” you scored the same as the
average American. Scoring at the 99th percentile
on a particular risk factor predicts that continuing
your current diet and lifestyle will give you a
greater chance of developing that risk factor than
99% of American adults. Conversely, scoring at
the 1st percentile means your diet and lifestyle
correlates with 99% of Americans having a
higher risk than you.

Conclusion
There is an alternative to the failed orthodox medical
approaches to weight control and cardiovascular risk factor
reduction described in chapters 4 – 7.
The statistical tool of multiple regression analysis applied to
the DCCT database demonstrates the relationships of diet and
lifestyle with obesity and risk factors for cardiovascular disease. The
formulas generated by this technique are consistent with evidence in
the existing medical literature. Future research in this area should
look at the data from the DCCT subjects gathered after the
completion of the trial in 1993. Other large studies with long-term
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data on diet, lifestyle and health outcomes should also be analyzed
in a similar way to refine the preliminary results from this analysis.
I invite you to participate in that research. You can analyze
the predicted effects of your own diet and lifestyle on your
cardiovascular health risk factors by using the MyPyramid Tracker
website of USDA (http://www.mypyramidtracker.gov/) to assess
your diet and exercise habits in order to use my website
(http://www.doctormanagedcare.com) to get risk factor predictions.
In conjunction with your personal physician, entering your data on
BMI and cardiovascular health risk factors periodically over time
will help make it possible to assess how well the results of the
DCCT apply generally. It will also expand the findings to people
without diabetes and of all ages and ethnicities.
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Chapter 9
Invasive Cardiology Procedures –
A $160 Billion Placebo
My internal medicine team admitted Mr. Azanian, a diabetic
Armenian man in his early 60s, with increasing shortness of breath
and signs of heart failure. He had experienced chest pain (angina) in
the previous two weeks, but the pain had gone away. Comparing his
electrocardiogram with those of one week before and two months
before, we knew that he had recently suffered a major heart attack
(myocardial infarction or MI). Blood cardiac enzyme tests, however,
ruled out a heart attack in the past 24 hours.
The consultant cardiologist thought that the recent changes
in the electrocardiogram suggested the likelihood of continued acute
damage to the heart that might extend the area of the MI and lead to
worse, perhaps fatal, heart failure.
He recommended immediate transfer of the patient to the
coronary intensive care unit and emergency cardiac catheterization.
He wished to assess the feasibility of angioplasty (opening blocked
or stenotic arteries with a catheter by inflating a balloon across the
stenosis) or coronary artery bypass grafting to save the patient's life.
I asked the cardiologist how he assessed the risks and
benefits of what he was recommending. Particularly, I feared that
the iodine dye injected into the patient for coronary angiography
(coronary artery x-rays) might cause kidney failure, requiring use of
the kidney machine (hemodialysis). Diabetics have a greater than
average risk of this devastating complication, and increased
hydration (fluids) is generally used to reduce the risk. However,
with Mr. Azanian's lung congestion due to his heart failure, he could
not tolerate additional hydration.
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The cardiologist acknowledged an increased risk of kidney
damage in Mr. Azanian’s situation but maintained that his high risk
of dying of coronary artery disease (CAD) complications justified
the risk. I asked him for evidence to support the belief that an
emergency procedure like angioplasty or a bypass surgery would
increase the chances of Mr. Azanian surviving hospitalization. He
did not convince me that emergency cardiac catheterization and
possible coronary bypass procedure would be to my patient's
benefit.
I declined the cardiologist's offer to transfer Mr. Azanian to
the coronary care unit and kept him on my service. I instructed my
residents to continue their usual medical management of his heart
failure and to take special care that Mr. Azanian receive a vegan diet
instead of the routine 30% fat American Diabetic Association diet
that the hospital dietitians always served for diabetics.
Mr. Azanian responded rapidly to the medications and diet to
treat his heart failure, and we discharged him home three days later.
Anecdotes, like that of Mr. Azanian, do not prove or
disprove anything about the correctness or incorrectness of my
decision not to submit a heart patient to an emergency bypass
procedure. Mr. Azanian had a chance of dying of heart failure
despite the conservative treatment that I prescribed. It is also likely
that he would have survived the hospitalization with the
angiography and coronary bypass surgery or angioplasty, had I
agreed to transfer him to the cardiologists' service.
How then can we determine what is truly in the best interest
of people with CAD like Mr. Azanian? First, let us look at the risks
and costs of invasive cardiology procedures—angiography, bypass
grafting, and angioplasty with or without stents. For physicians and
other scientists, my review published in Medscape General
Medicine analyzes the flawed scientific basis used to justify these
invasive procedures despite the substantial risks.1
Risks and Costs of Invasive Cardiology Procedures
Surgeons performed 467,000 coronary artery bypass grafting
(CABG) procedures in 2003 in the United States, including 199,000
repeat operations, at an average operation cost of $83,919.2
Adjusting for inflation,3 this totals about $52.1 billion in 2007.
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About 2.2% of these people (12,380) will die within 30 days due to
the procedure.4-13 Many survivors will live with complications of the
surgery: diminished kidney function (in 8% of patients)14
gastrointestinal problems, infections at the surgical sites (1% –
4%),14 and rarely, transfused viruses like hepatitis B or C,
cytomegalovirus, and HIV. The frequency of decreased mental
function after CABG in one large study was 53% at discharge from
hospital after the surgery, 36% at six weeks, 24% at six months, and
42% at five years.15 Other neurological problems due to the
procedure (stroke, major depression, visual disturbances etc.) total
about 6%.14
According to the American Heart Association, 1,414,000
people had diagnostic coronary angiograms in 2003. The average
fee of $24,893,2 adjusted for inflation, translates into a total cost of
about $46.8 billion in 2007.3 About 1,400 (0.01%) people in 2007
will die directly due to these angiograms,16-18 and major
complications will include kidney failure, heart attacks, and strokes
in an additional 1,700 – 2,600 patients.
The American Heart Association estimates that 1,244,000
percutaneous coronary interventions (PCIs—including stent
placements and angioplasties) were performed in 2003. Given an
average cost of $38,203,2 the inflation-adjusted bill will total over
$63.1 billion in 2007. About 0.8% of people undergoing angioplasty
die due to the procedure (10,000 predicted for 2007).2 About 25,000
patients develop heart attacks resulting from the angioplasty and
26,000 require emergency coronary bypass surgery due to
angioplasty complications. Angioplasties and coronary stents have
the same other complications as angiograms.19-23
Therefore, to justify 23,800 procedure-related deaths
anticipated for 2007, many more major complications, and a cost of
$162 billion, the clinical scientific evidence in support of invasive
cardiology should be very good. Let’s look at that evidence.
The Nonlinear Progression of Coronary Artery Disease (CAD)
In the 1960s, cardiac surgeons proposed bypass grafting as a
treatment for CAD because they believed that severe coronary artery
stenoses (narrowings) tend to progress to complete obstruction,
resulting in heart attacks and possibly death.24, 25 Based on this
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assumption, they chose the high-grade blockages (i.e., greater than
70% stenosis) to bypass.
We now know that this perception of the natural history of
CAD is completely false. For example, in studying angiograms of
patients with CAD taken one month after a confirmed heart attack,
3% of the patients had completely normal coronaries, and another
4% had non-obstructive lesions only (i.e., arteries with less than
50% blockages).26 In another study of CAD patients who had
repeated angiograms over months to years, numerous patients
developed completely occluded coronary arteries but maintained
good cardiac function and no heart attacks because of the
development of collateral vessels (growing new arteries around the
blocked ones).27
The point is that the amount of narrowing by cholesterol
deposits of the coronary arteries predicts the behavior of the disease
only as a general marker of heart attack risk, but it does not forecast
the sites of subsequent blockages causing heart attacks. Harvard
cardiologist, Dr. Eugene Braunwald summarizes this body of recent
research as follows: "Mild stenoses (narrowings) can rupture,
thrombose (clot) and occlude causing a myocardial infarction or
sudden death. In contrast, arteries with severe preexisting stenoses
may proceed to clinically silent complete occlusion, often without
infarction, presumably due to the formation of collaterals."28
Serial coronary angiograms have demonstrated that
atherosclerosis (hardening and narrowing of the arteries) progresses
three to six times faster in grafted vessels than un-grafted ones.29, 30
On this issue, Braunwald's heart disease textbook concludes, "these
data suggest that grafting a vessel with minimal disease even if
initially successful may ultimately be harmful to the patient who
incurs both the risk of graft closure and accelerated obstruction of
the native vessels."28 In other words, grafting a coronary artery that
is less than 50% obstructed does more harm than good.
Heart researchers originally theorized that bypass grafting
would increase survival and reduce pain by increasing coronary
blood flow in highly obstructed arteries. Consequently, the technical
success of the surgery in achieving more blood to the heart should
correlate with improving the survival. However, no clear
relationship between the improvement in blood flow and survival
has ever been shown despite many attempts.31-35
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Summarizing the recent studies on CAD, the high-grade
coronary artery stenoses that surgeons typically bypass serve only as
markers of the disease's extent. In people who have heart attacks, the
rapid occlusion of mild to moderate blockages—not the final closure
of high-grade obstructed lesions—is the usual cause. Unfortunately,
bypass grafting the milder blockages (i.e., arteries with less than
50% blockages) that are the most common source of heart attacks
increases the overall risk of a completely blocked coronary artery
and of dying. Grafting arteries that are more than 50% blocked does
not prevent heart attacks.
The rationale of using bypass grafting to prolong lives by
preventing closure of critically blocked arteries has been found
faulty by serial angiography studies and other evidence. If the
original theoretical basis for the efficacy of bypass grafting does not
explain its clinical effects on angina and survival, then what does
cause these clinical effects?
Evaluating the clinical experimental evidence that supports
the procedure may give clues.
Does Bypass Grafting Improve Coronary Artery Disease
Symptoms?
Starting in the early 1970s, randomized clinical trials showed
the superiority of bypass grafting over medical management (i.e.,
medications for chest pain) in controlling angina for patients with
CAD. About 60% to 80% of patients that undergo bypass grafting
are free of chest pain for the first year after the operation; the same
is true for less than 20% of patients receiving heart pills alone.
Surgically treated patients also require significantly lower doses of
medications (nitrates and beta-blockers for chest pain), have better
exercise tolerance, and have less sexual dysfunction than the
medically treated patients.36
These findings make it sound like bypass grafting obvious
benefits patients. However, other studies give a more nuanced and
complicated picture. Out of over 600 patients receiving bypass
surgery in a randomized CAD trial, a group of 29 patients had repeat
angiograms at one year after surgery showing that all the grafted
vessels were completely blocked. Unequivocally, the coronary
bypass surgery was a technical failure. Despite having no additional
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blood going to their hearts, these patients suffered significantly less
chest pain than did the medically treated patients. In these 29
patients, shortness of breath and use of nitrates and beta-blockers
were also significantly reduced after bypass grafting.36 The authors
speculated that this effect might have been due to a placebo effect or
other unexplained effect of the surgery, causing the patients not to
feel chest pain as they had before.
Indeed, early attempts at revascularization (i.e., increasing
blood flow to the heart) also alleviated chest pain, despite the lack of
functioning vein grafts around the coronary artery blockages. To
treat angina from CAD in the 1940s – 1960s, Beck and Vineberg
performed open heart surgery and sprinkled talcum powder on the
heart.37 This produced an inflammatory response that they reasoned
would increase blood flow to the coronary arteries and relieve pain.
We know now that it did not increase coronary blood flow.
Why, then, did chest pain subsequently lessen or go away
entirely in 60% to 80% of their patients despite the absence of blood
flowing through the grafts? This symptomatic improvement may be
a result of cutting of sensory nerves to the heart during open heart
surgery. Furthermore, at least 15% of patients undergoing bypass
grafting have a heart attack during the procedure. In these people,
the ischemic (oxygen-deprived) tissue in their hearts dies, explaining
why it no longer hurts. Another possible reason for this paradox is
that the ordeal of bypass grafting may motivate people to
accomplish greater subsequent lifestyle changes (diet, exercise,
tobacco use, etc.) than those treated with medical therapy.
Coronary Artery Bypass Grafting and Survival
An American Heart Association (AHA) position statement,
updated in 1999, declares that coronary artery bypass grafting is
recommended if medical management (drugs and advice to change
lifestyle) does not satisfactorily control angina in patients with CAD
or if the patient has more than a 50% obstruction of the left main
coronary artery or if all three coronary vessels have significant
blockages regardless of symptoms.14, 38 This reflects that for people
with angina and CAD involving one or two arteries other than the
left main, the AHA acknowledges that there is no evidence that
bypass grafting improves survival.
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Overall, the original randomized trials comparing bypass
grafting and medical treatment showed about 5% higher survival
after five years and 4% after 10 years in patients with bypass
grafting.39-43 All of the survival benefit went to the highest risk
patients—those with three-vessel disease or left main coronary
artery obstruction. After 12 years, even patients in the high-risk
groups had identical survival rates whether they were treated with
bypass surgery or medically.41 No one has explained why bypass
grafting improves survival in high-risk CAD patients only up to 12
years.
How Does Bypass Grafting REALLY Improve Survival in HighRisk Groups?
How do we explain a procedure that does not help and
possibly harms survival of patients with early stage CAD (i.e., one
or two vessels involved) while it increases the chances of survival in
more advanced disease groups (i.e., left main and three-vessel
stenosis) for up to 12 years but no longer? Let us consider the
possibility that the improvement in survival of high-risk groups is
not due to the surgery but rather to increased motivation to reduce
CAD risk factors.
Coronary bypass grafting is more than just surgery to reroute
blood around obstructed arteries. Patients risks their lives by going
under the knife, realizing that about 2% – 3% of these surgeries
result in death on the operating table or within the first month.4, 5, 12
Additionally, the physical and emotional trauma after the surgery
leave potentially life-transforming impressions on people.
Therefore, disease risk reduction recommendations given to all
patients (i.e., exercise, stop smoking, reduce dietary fat and
cholesterol, reduce stress) may make a greater impression on
patients receiving bypass grafting surgery than people merely
treated with pills. Given the profound relationship of coronary
disease risk factors and the incidence of CAD, it is unfortunate that
none of the original bypass grafting studies considered this
possibility or kept data to analyze whether the surgically treated and
medically treated groups would change their coronary risk behaviors
to different degrees.
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Unlike previous randomized comparisons of bypass grafting
and medical therapy, a trial called “Bypass, Angioplasty,
Revascularization Intervention” (BARI) did keep the risk factor
data. Beginning in 1987, this randomized trial, involving 1,829 CAD
patients, compared bypass grafting and angioplasty.44 The BARI
researchers kept coronary risk factor data at the baseline and
subsequently at four to 14 weeks after surgery, at one year, at three
years, and at five years. A highly significant difference between the
two groups appeared at the four to 14-week visit: 53% of patients
treated with bypass grafting reported regular exercise compared with
42% of angioplasty patients. Before treatment, approximately 25%
of BARI patients were smokers. By the four to 14-week follow-up,
only 8% of patients treated with bypasses were still smoking, versus
12% of angioplasty patients. Patients in both groups of the BARI
trial reported significant dietary changes with reductions in dietary
fat. However, the low-density lipoprotein (LDL) cholesterol levels
at four to 14 weeks showed an average four-point increase in the
angioplasty patients and a six-point decrease in the patients
receiving bypass graft surgery. Thus, bypass surgery patients
showed significantly more improvement in all three CAD risk
factors than did angioplasty patients. Alas, the profound difference
in lifestyle associated with the bypass surgery was temporary. The
risk factor scores of the two groups became virtually equivalent after
one year. This temporary difference in risk factors, favoring bypass
grafting patients, could very well explain why the survival benefit
stops after 12 years.
In short, bypass grafting appears to work not by improving
blood flow to the heart but by motivating you to exercise, reduce
dietary fat and cholesterol, and quit smoking.
Do Angioplasty and Stenting Coronary Arteries Relieve Pain,
Reduce Major Complications, and Improve Survival?
Six randomized controlled trials, including 1,904 patients,
have compared angioplasty with medical treatment for people with
chronic stable angina due to CAD. Medical therapy won decidedly.
The patients receiving angioplasty had 32% more deaths, 42% more
fatal and nonfatal heart attacks, 59% more subsequent coronary
bypass grafts, and 29% more repeated angioplasties.45 Of patients
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treated with angioplasty, 60% continued to have angina compared
with 70% in the medically treated group. This slight but statistically
significant advantage of angioplasty in control of angina in these
trials could be attributed in part to the excess of deaths, heart attacks
and bypass procedures in the group randomized to angioplasty.
However, angioplasty is supposed to control angina by increasing
blood flow to the heart not by increasing deaths, heart attacks, and
bypass grafting surgeries.
American Veterans Administration Hospitals conducted the
only randomized study ever published comparing emergency
angioplasty for patients having a heart attack versus medical
treatment.46 Out of 458 patients receiving angioplasty, 21 died in the
first month versus six of 462 treated medically. Not only did
angioplasty fail to outperform medical therapy, it actually increased
the deaths significantly (P = 0.007).
Some studies purporting to show efficacy of angioplasty and
coronary artery stenting for CAD compare it with bypass surgery for
stable coronary disease involving one or two vessels. However,
since bypass surgery does not improve and may worsen survival in
people with one or two vessel CAD, showing that angioplasty and
bypass surgery give equal survival results in patients with one or
two-vessel disease does not mean angioplasty improves survival.
Other studies compare angioplasty with clot busters
(thrombolysis) for treatment of heart attacks. However, the alleged
proof that clot busters reduce heart attack deaths is also flawed
(Chapter 10).47
The insertion of coronary artery stents carries higher risks
than angioplasty alone and has not been shown to reduce the death
rate compared to medical management. Many of the drug-coated
“Taxus” stents produced by Boston Scientific have been recalled
due to serious or fatal complications caused by problems positioning
the devices.48 In the first three months after Johnson and Johnson
released the rival “Cypher” stent, the Food and Drug Administration
received 47 reports of blood clotting occurring at the time or shortly
after the stent was inserted. Five patients died.49
Procedures to remove obstructing atherosclerotic plaque
done by threading sophisticated catheters into the coronary arteries
include rotational coronary atherectomy (like a roto-rooter), laser
angioplasty, and cutting balloon atherotomy. Sixteen randomized
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trials involving 9,222 patients have been done comparing these
procedures with angioplasty with or without stents. While these
plaque-removing procedures do not reduce the death rate, they
increase the chance of a heart attack 83% and overall major adverse
cardiac events by 54%. Restenosis rates, revascularization rates, and
cumulative adverse cardiac events rates up to one year after
treatment were all non-significantly higher than with angioplasty.45
To simplify all this data, angioplasty, angioplasty with stent
placement, rotational coronary atherectomy, laser angioplasty, and
cutting balloon atherotomy are all evidence-based to give
significantly more major complications and no better survival rate
than medical therapy for CAD. They don't work!
The Effect of Aggressive Risk Factor Reduction
In a randomized comparison with standard medical
treatment, the “Lifestyle Heart Trial,” led by Dean Ornish, MD,
demonstrated that aggressive CAD risk factor reduction (e.g.,
smoking cessation, 10% fat vegetarian diet, moderate aerobic
exercise, hatha yoga exercises, meditation, and a support group)
produced a 91% reduction in the frequency of angina.50, 51
Cardiovascular capacity improved, and, after one year, the overall
degree of coronary artery blockage in the average patient had
decreased by about 10%, compared with a 10% increase of blocked
arteries in the standard treatment group patients. After four years,
the aggressive lifestyle modification group had only one half of the
cardiac events (i.e., angina, heart attacks, and deaths) as the
conventional treatment group. The Ornish study demonstrated the
remarkable potential for CAD risk reduction. It supported the
hypothesis that the temporary improvement in survival statistics of
bypass surgery patients, compared with medically treated patients,
was due to the motivating effect of cardiac surgery on opening the
arteries naturally by reducing risk factors.
However, reducing risk factors does not earn much money,
and money, not science, determines our priorities in dealing with the
epidemic of cardiovascular disease.
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Conclusion
Primary care physicians, cardiologists, and cardiac surgeons
have explicitly or implicitly told patients with CAD that their angina
would be less and their survival chances would improve with bypass
grafting, angioplasty, or coronary stent placement. However, for the
following reasons, invasive cardiology procedures to treat CAD are
not evidence-based to work:
•

•

•

•

•

•

•

The original theoretical basis for bypass
surgery—that arteries with high-grade stenoses
are the most likely to cause heart attacks and
death—is now widely acknowledged to be false.
There is no proven cause-and-effect relationship
between surgically caused increase in coronary
blood flow and relief of angina or survival benefit
in any patients with CAD.
The extent of high-grade coronary artery stenoses
serves only as an overall marker of the severity of
disease, not an indicator of which sites on which
arteries will close first causing heart attacks.
Bypassing high-grade coronary artery stenoses
does not reduce the chance of fatal blockages
later occurring at other sites.
A reduction in angina and an increase in exercise
tolerance usually occur after coronary bypass
surgery, but neither effect is caused specifically
by revascularization (causing more blood flow).
The survival advantage with bypass grafting is
not proven to be due to the surgical
revascularization in any subgroup of CAD
patients.
Aggressive multiple risk factor reduction
programs similar to that of Dr. Ornish greatly
reduce angina and offer the potential of
prolonging life without the pain, suffering, risk,
and expense associated with bypass grafting.
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Health care costs in the United States may be reduced by
about $162 billion in 2007, and about 23,800 procedure-related
deaths might be avoided with no detriment to health care by
altogether abandoning invasive coronary artery procedures and
offering aggressive lifestyle modification programs instead.
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Chapter 10
Clot Busters for Heart Attacks –
Theory Versus Evidence
If you go to an American hospital with symptoms and signs
of a heart attack, your emergency room doctor or a consulting
cardiologist will likely prescribe a “clot buster,” or thrombolytic
drug. These medications include alteplase (Activase or tissue
plasminogen activator [t-PA]), streptokinase, and anisoylated
plasminogen (Anistreplase). These drugs temporarily prevent the
blood all over the body from coagulating or clotting. The hope is
that any clot in your coronary arteries will dissolve and that blood
will again flow normally. In 2007, about 35% of heart attack
patients (i.e., from 210,000 to 350,000) will receive thrombolysis in
the United States.1
If your doctor feels that you need a clot buster drug, he / she
must discuss the risks and benefits of thrombolytic drugs with you.
You will learn that, if you do take one of the drugs, it is important to
do so as soon as possible—every minute counts. Due to the chest
pain and the realization that the heart attack is life threatening, you
may not be thinking as clearly and rationally as usual. You probably
will not have much time to talk the situation over with your regular
doctor, your family, or other health advisors. It is an important
decision, and you will not have time to read this chapter before you
determine what to do.
So when the emergency room doctor or on-call cardiologist
recommends a clot buster drug, claiming that it increases your
chances for survival by 2% (1 / 50), albeit with a small risk of a fatal
or nonfatal brain hemorrhage and other complications, you will very
likely say, “go ahead.”
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However, the medical evidence does not support
thrombolytic drugs for heart attacks,2 and I will explain why.
Complications and Costs of Thrombolytic Therapy
Bleeding is the most serious and potentially fatal
complication of thrombolysis treatment for heart attacks. About
12.6% of those receiving thrombolysis will have moderate to severe
bleeding (26,000—44,000 Americans per year).3 Death rates from
central nervous system bleeding range from 0.2% to 2% in different
studies, averaging about 0.5% (i.e., 1 / 200 people receiving the
drugs).4 Clot busters increase the incidence that the heart will
rupture and cause death also by about 0.5%.4-7 Therefore, the overall
rate of treatment-related deaths from thrombolysis for heart attacks
is about 1%. This translates into 2,100 to 3,500 thrombolysis-caused
deaths in heart attack patients in 2007 in the United States.
According to the Pharmaceutical Red Book, a dose of
streptokinase costs $320, and the price of alteplase (Activase is
$2,750 per heart attack patient. Alteplase has 56% of the clot buster
market. Consequently, clot buster medication for heart attack
patients will cost U.S. residents about $450 million to $650 million
in 2007.
The Theoretical Basis for Clot Busters: The “Open-Artery
Hypothesis”
The open-artery hypothesis of Drs. Chun-Bae Kim and
Eugene Braunwald put forth in 1993 states that, if a sudden clot in a
coronary artery is causing a heart attack, rapid opening of the artery
will decrease the death of heart tissue, improve heart function, and
reduce the chance of dying.8 The theory has intuitive appeal, but
clinical proof does not exist because clot busters do not open
coronary arteries nearly as well as originally presumed. Concerning
the lack of clinical evidence supporting the open artery hypothesis,
researchers Drs. A. Michael Lincoff and Eric Topol commented,
"The 'open artery hypothesis' that prognosis is improved by
restoration of infarct artery patency (i.e., sufficiently opening the
blocked arteries) has not and cannot truly be tested until optimal
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reperfusion (i.e., full return of normal blood flow) becomes a
practical reality."9
One well-designed study found 29% of heart attack survivors
still have their critical coronary artery clogged 90 minutes after
receiving clot busters. And, of people dying of heart attacks, about
50% have an open coronary artery 90 minutes after clot buster
infusion.10 These findings argue strongly against the "open-artery
hypothesis."
The Clinical Trials of Clot Busters in Heart Attacks
Researchers funded by pharmaceutical companies published
nine large randomized controlled trials of clot buster drugs from
1986 to 1992.11-19 Each study involved more than 1,000 patients, for
a total of 58,511 evaluable patients. Combining the results of all
these trials into a meta-analysis showed a small but highly
statistically significant survival advantage for patients who received
clot busters.20 In the first 35 days after heart attacks, patients
receiving clot busters and patients receiving placebos had 9.6% and
11.6% mortality, respectively.
Only by combining the data from these nine trials could the
statisticians claim that this 2% mortality difference is real.
Combining the results of several inconclusive studies may give you
a significant result because more study subjects means more
statistical power. However, in this case, problems with the
methodology of mixing the data from different trials include the
following:
1. Requiring over 1,000 patients in a study for
inclusion into this group of trials excluded
smaller published and unpublished studies that
may have been stopped before reaching 1,000
patients because of lack of benefit with clot
busters.
2. The excess of permanently disabling strokes in
the thrombolysis group20 (about 0.5%) was not
included in the calculation of the survival
advantage with clot busters.
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3. Aspirin, which itself significantly reduces heart
attack mortality, was given routinely in only half
of the trials.
4. In several trials, patients and investigators knew
who received the clot busters and who did not
(i.e., not all studies were blinded allowing the
placebo effect to influence outcomes).
5. Clot busters caused a significant increase in the
bleeding deaths in the first day after treatment.
6. Pharmaceutical company funding may have
caused a bias in study design and / or
interpretation.
The Aspirin Factor
Besides being a painkiller and fever reducer, aspirin thins the
blood by making the platelets (blood cells that help initiate clotting)
less sticky. At the same time that clot buster trials were being
conducted, tens of thousands of heart attack patients participated in
trials to test whether aspirin reduces the death rate from heart
attacks. In 1994, after analyzing randomized trials involving about
20,000 people, investigators concluded that aspirin prevents about
40 deaths per 1,000 heart attack patients.21
In the nine major trials of clot busters versus placebos that
established the role of thrombolytic drugs for heart attacks, all
patients received aspirin in four trials, none took aspirin in four
trials, and aspirin was given randomly to half of the patients in the
last trial. The newly confirmed benefit of aspirin should have
prompted a re-analysis of the trials of clot busters to account for the
effect of aspirin. Here are the facts:
•

•

In the trials of clot buster drugs, 58,511 patients
participated and about 20 deaths out of 1,000
patients were prevented with clot busters.
All of the reduced mortality in the clot buster
trials occurred in the studies where aspirin was
not routinely given to all patients (death rate: clot
busters = 9.3% vs. no clot busters = 11.6%, P <
0.0001).
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•

In the four clot buster trials in which aspirin was
given routinely, including over 20,000 patients,
clot busters did NOT reduce mortality
significantly (death rate: clot busters = 10.3% vs.
no clot busters = 10.9%, P = 0.14).2

Because aspirin confers all the benefit and virtually none of
the toxicity or expense, it should be much preferred over clot
busters.
The Placebo Effect
In several of the clot buster trials, the investigators knew,
and were obligated to tell their patients if asked, which ones
received the experimental drug and which served as the controls.
This raised the possibility that some of the patients who were told
that they received the active clot busting drug survived because of
faith in the treatment. Belief in a treatment is very powerful (see
Chapter 1 pg. 2 regarding placebo effect). On the other hand, some
patients who found out that they were not receiving the study drug
may have died due to negative psychological reactions to the news.
The investigators kept no data about how many patients in
each group knew whether they did or did not receive the drug.
Heart Attack Registries
After 1986 when the FDA approved clot busters as safe and
effective treatment for heart attacks, several registries were started to
gather further data on the effectiveness of thrombolysis. If clot
busters decrease heart attack mortality, data from heart attack
registries should show significant survival improvement in patients
receiving thrombolysis. In a registry of 12,331 heart attack patients
in Seattle, after adjusting for age, no significant reduction in
mortality could be attributed to the use of thrombolysis or
angioplasty.22
In a study of 7,864 Medicare patients aged 65 years or older
with heart attacks, Thiemann and colleagues found that among
patients aged 76 – 86 years, clot busters increased mortality within
the next 30 days by 38%.23 Deaths from bleeding accounted for
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much of the increase. The 12% survival advantage in the patients
receiving thrombolysis in the 65 – 75-year-old group was not
statistically significant. The patients receiving thrombolysis had
fewer risk factors that predisposed to death—9% less diabetes
mellitus, 9% less heart failure, and 16% fewer prior coronary
events—biasing the outcome in favor of clot busters.23
The National Registry of Myocardial Infarction (NRMI) is a
registry sponsored and owned by Genentech, Inc. (San Francisco,
California). It tracks practice patterns and resource utilization in the
treatment of heart attacks and monitors the in-hospital experience of
those receiving the clot buster alteplase (Activase) made by
Genentech. For heart attacks patients not taking and taking alteplase,
the NRMI reports hospital mortality rates of 13.1% and 5.9%
respectively.1 This difference is very misleading, however, since it
does not take age into account; the patients not receiving clot busters
were much older than those who received alteplase (averaging 68.3
and 60.6 years, respectively). Older patients with heart attacks are
more likely to die. Of patients younger than 60 years old, 50%
received thrombolytics, and of those 60 years old or older, only 28%
received thrombolytics. Buried in the discussion section of one
NRMI report, Rogers and colleagues stated, "Although thrombolytic
therapy was probably life-saving in many instances, it is likely that
selection of lower-risk patients for thrombolysis was the primary
factor explaining the lower mortality rate."1
The only report that Genentech has issued from the NRMI,
concerning age and severity of disease-adjusted mortality, unfairly
excluded 90% of the 691,995 patients on whom they received data.
The results from the carefully selected 10% of the registry showed
alteplase reduced deaths by only 3%.24
Giving Clot Busters to the Wrong Patients
Alteplase and other thrombolytics are frequently used
inappropriately, exemplified by the following list of patients who
received the drugs but were excluded from the analysis of
Genentech’s NRMI database:
1. Use of thrombolytics other than alteplase (n =
80,990)
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2. Receiving a second dose of alteplase by error (n =
1,241)
3. Transfer into or out of a reporting hospital (n =
258,231)
4. Lack of ST elevation (i.e., not a heart attack or
the right kind of heart attack) (n = 237,877)
5. History of stroke, which means thrombolytics are
contraindicated (n = 6,026)
6. Time from symptom onset to hospital arrival
either not recorded or > 12 hours [i.e., too long
before the treatment (n = 25,820)]
7. In hospital time to alteplase injection > 12 hours
[i.e., too long before the treatment (n = 699)]
8. Contraindications to thrombolytics checked on
the report form (n = 13,514)
9. Bundle branch blocks [an electrocardiographic
sign of a previous heart attack (n = not stated)]
Given that patients in categories 4, 5, 6, 7, and 8 on this list
should not have received thrombolysis, this means that 283,936 out
of 691,995 (41%) of the registry patients inappropriately received
thrombolytics.24 We can infer from these data that many of those
who received other thrombolytics (category #1) and those
transferred to other hospitals (category #3) also received clot busters
in error. The NRMI showed that the rate of giving thrombolysis
treatment in error in general community practice is much higher
than the 11% and 7% documented in the research trials.17, 18 By
itself, this fact should prompt a recall of all thrombolytic drugs for
heart attacks.
Possible Conflict of Interest and Bias
Current American College of Cardiology and American
Heart Association guidelines recommend that clot busters be
administered to all patients regardless of age, sex, or race who have
symptoms suggestive of a heart attack and who come to the hospital
within 12 hours of symptom onset, have electrocardiogram findings
diagnostic of a heart attack, and have no contraindications to
thrombolytic drugs. Mother Jones magazine reported a potential
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conflict of interest related to these guidelines: Genentech,
manufacturer of alteplase, donated over $11 million to the American
Heart Association during the 1990s.25
A potential bias also arose when pharmaceutical company
sponsors designed and funded randomized studies of thrombolytic
agents and then expected to reap a financial return for investors
when the studies had the anticipated positive results. Some studies
had little or no explicit safeguards against financial conflicts of
interest of the researchers.26 Investigators in one trial addressed this
issue by declaring a moratorium on receiving honoraria for speaking
engagements, payment for consulting, travel, or reimbursement of
any kind from any of the five corporate sponsors until one year after
publication of the results of the trial. This recognition of the problem
and postponement of indirect forms of financial remuneration for
investigators was a step in the right direction, but it hardly
eliminated the potential bias in studies of thrombolytics for treating
heart attacks.
Conclusion
The theoretical basis of thrombolysis (i.e., the “open-artery
hypothesis”) does not account for survival differences in practice.
Results of randomized trials of thrombolysis in heart attacks are not
valid because aspirin was not used uniformly, and because the
absence of blinding in some studies permitted psychological factors
to potentially influence outcomes. Heart attack registry statistics
strongly suggest that thrombolysis does not reduce deaths and may
increase deaths in heart attack patients. The NRMI registry reports
that an extremely high rate of suspected heart attack patients
inappropriately receive thrombolytics—this is both dangerous and
expensive. Thrombolytic drug researchers had conflicts of interests
that may have biased the results of the randomized trials. Large
financial donations from Genentech to the American Heart
Association may have influenced the clot buster guidelines of the
AHA.
While clot busters are not proven to reduce mortality of
heart attacks, they cause an estimated 2,100 to 3,500 drugrelated deaths and will cost between $450 million and $650
million in 2007 in the U.S. alone. Given the significant
156

treatment-related deaths and complications and the expense of
thrombolysis for heart attacks, clot busters for heart attacks
should be abandoned.
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Chapter 11
(May 2009 update)
Blood Thinners for Clots
Because of a malpractice allegation against me involving a
patient of mine that died of clots in his lung (Appendix 5), I
researched the evidence basis of anticoagulant treatment (blood
thinners) for venous thromboembolism (clots in either the legs (deep
venous thrombosis or DVT) or lungs (pulmonary emboli or PE)).
The standard treatment for either DVT or PE is to give a fast-acting
anticoagulant, heparin, in a vein followed by daily vitamin K
antagonist like warfarin (Coumadin) pills. This practice was
established in the 1940s before the modern era of randomized
controlled trials.
After considerable searching, I discovered a randomized trial
that was published in the medical literature in 1994. In this trial, two
out of 48 patients that received standard anticoagulation (heparin
and warfarin) died—one of PE and one of a heart attack. None of 42
DVT patients treated with an anti-inflammatory drug and no
anticoagulation drugs died.1, 2
I was shocked. In the hundreds of studies and review articles
on DVT and PE that I had read, this trial had never been referenced.
Conflict of Interest in Anticoagulant Research
Wanting to know how blood thinners came to be considered
the standard of medical care for DVT and PE patients, despite the
lack of clinical science to support this treatment, I read the
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guidelines for the use of blood thinners in the American College of
Chest Physicians (ACCP) Consensus Conferences on Anticoagulant
Therapy. DuPont Pharmaceutical, makers of Coumadin, the topselling brand of warfarin, underwrote the first six conferences (1985
– 2001).3-8
In 2002, DuPont sold its pharmaceutical business, including
Coumadin, to Bristol-Myers Squibb. In 2001, before DuPont sold its
pharmaceutical division, I sent Richard U. De Schutter, Chairman
and CEO of DuPont Pharmaceuticals Company an early draft of my
review of anticoagulant therapy of DVT and PE, showing that
Coumadin was neither safe nor effective.9 Edward C. Bradley, MD,
DuPont’s Executive Vice President, ignored the substance of my
letter in issuing DuPont’s reply (Appendix 6). I have often wondered
if DuPont executives sold its pharmaceutical division because I
alerted them to the tremendous legal liabilities of their drugs
Coumadin and Innohep (a low-molecular-weight heparin).
Subsequently, the funding for the ACCP Consensus
Conference on Anticoagulant Therapy in 2004 was as follows: “The
American College of Chest Physicians wishes to acknowledge the
cooperation and support of the following sponsors for providing an
unrestricted educational grant to support the publication of this
supplement to CHEST: AstraZeneca LP; Aventis Pharmaceuticals;
Bristol-Myers
Squibb/
Sanofi-Syntholabo
Partnership;
GlaxoSmithKline; Organon Sanofi-Syntholabo LLC.”10 All these
companies sell anticoagulant medications. Out of 92 authors of the
anticoagulation guidelines, 63 acknowledged received money from
these same companies for conducting research, participating on
advisory boards, and / or speaking at educational events11 besides
their payments from drafting the guidelines. Similarly, the 2008
ACCP conference on anticoagulation uses was entirely underwritten
by drug companies.12
The Drug Regulators at the Food and Drug Administration
After failing to get an appropriate response to my challenge
of the efficacy of anticoagulant treatment of venous
thromboembolism from DuPont, I phoned Lilia Talarico, MD, Chief
of the Food and Drug Administration (FDA) branch that investigates
coagulation-related drugs. I asked her if she knew of any
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randomized trial of DVT patients—including a control group that
did not receive anticoagulants—that proved that anticoagulants
reduce deaths. She told me that such a trial would be unethical
because of the well-established evidence that anticoagulants were
effective treatment for DVT patients. I then asked if she knew of the
existence of the randomized trial by Nielsen and colleagues that
showed no benefit with anticoagulants in DVT patients.1, 2 She did
not.
I sent the article concerning the Nielsen trial, my
anticoagulant review article, and related materials to Dr. Talarico
and her boss, Dr. Robert Temple, FDA Director of the Office of
Medical Policy. Through the FDA Ombudsman, Jim Morrison, they
told me that they acknowledged the lack of randomized trial data
supporting anticoagulants for treatment of DVT and PE. However,
they believed that anticoagulants work in treating DVT and PE
because, “rigorous, scientific trials show that they work in
prevention of DVT.”
Nonsense!
FDA approval requires scientific evidence of effectiveness
for each individual indication for treatment. Randomized trials of
elective surgery patients showing that low-dose anticoagulants
prevent DVT as assessed by X-ray studies (surrogate endpoint) do
not constitute evidence that high-dose anticoagulant treatment
reduces the chance of death or disability of those patients from DVT
and / or PE (clinical endpoint). Drs. Talarico and Temple
extrapolated from this surrogate endpoint of preventing DVT in
surgery patients to conclude that much higher doses of
anticoagulants decrease the morbidity and mortality of patients who
already have DVT and PE (clinical endpoint for a completely
different indication).
Anticoagulants for Prevention of Blood Clots in Legs (DVT) and
Lungs (PE)
Because Drs. Talarico and Temple at the FDA claimed that
well-conducted scientific trials proved the efficacy of anticoagulants
in prophylaxis (prevention) of DVT and PE in hospitalized patients,
I studied that scientific evidence. Physician researchers have
published hundreds of placebo-controlled trials. In patients
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undergoing major surgeries, using heparin and other anticoagulant
drugs reduce the number of DVTs found on leg x-rays from about
50% of patients to about 10% – 20% of patients (a surrogate
endpoint).13
Most of the DVTs discovered on X-rays in these research
trials did not cause pain and resolved by themselves. Since DVTs
sometimes lead to PE, and PE sometimes leads to death, the drug
company-financed researchers
inferred that
prophylactic
anticoagulants prevent death. However, none of these hundreds of
trials included enough patients to show statistically significant
evidence that prophylactic anticoagulants prevent death. Many
published studies had no deaths of PE in either the anticoagulant
treatment group or the placebo control group. Perhaps one in 2,000 –
5,000 hospitalized patients die of PE. Very few of the trials had
more than 1,000 patients—not enough on which to base a clinical
recommendation.
While trying to make sense of hundreds of randomized trials
of anticoagulants used for prophylaxis, I discovered an article by
Samuel Goldhaber, MD, and colleagues from The Brigham and
Women’s Medical Center, a Harvard-affiliated hospital.14 In a chart
review study, they tracked the incidence of developing DVT or PE
after hospitalization in about 80,000 patients hospitalized over a
two-year period. They expected to find more deaths in the patients
not receiving anticoagulants for clot prevention while in hospital. To
their surprise, 12 of the 13 deaths from PE occurred in the group that
received anticoagulant prophylaxis. I performed a statistical analysis
of their data and concluded that prophylactic anticoagulants actually
increase the PE death rate by at least 12 times.15
When I presented this information to the FDA in 2001, they
still refused to conduct a serious investigation of the issue. Drs.
Talarico and Temple would not even comment on the information
that I presented to them.
Long-Term Anticoagulant Treatment for DVT and PE Patients
Paul Ridker, MD, an anticoagulation researcher from
Harvard, convinced the National Institutes of Health (NIH) to spend
$3.5 million to fund a placebo-controlled trial of long-term low-dose
warfarin (Coumadin) for patients who had previously sustained an
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episode of venous thromboembolism (either DVT or PE). After the
standard 3 – 6 months of warfarin therapy, the drug would be
continued at a lower dose indefinitely. The New England Journal of
Medicine rushed to publish the study titled, “Long-Term, LowIntensity Warfarin Therapy for the Prevention of Recurrent Venous
Thromboembolism (PREVENT),”16 because they claimed that this
advance in treatment would have a significant positive impact on
public health. Dr. Steve Rosenberg of the NIH, a co-author of the
trial, justified the expenditure of government money to expand the
indications for warfarin because it is a generic drug, reasoning that
drug companies could not afford expensive studies when the profit
margin for drug sales is low.
After the New England Journal of Medicine refused to
publish my commentary critiquing the PREVENT study, it appeared
in Medscape General Medicine in July 2003.17 None of the study
authors or NIH monitors of the study would issue a public rebuttal
to my criticisms. I wrote to Elias Zerhouni, MD, NIH Director,
requesting a written reply to my commentary. He responded to my
letter by saying that authors of publicly funded trials can choose
whether or not to respond to published peer-reviewed scientific
criticisms of their work. Without a rebuttal from the study authors,
the medical media would not cover my commentary.
Cochrane Review of Anticoagulation Treatment for Venous
Thromboembolism
In 2001, I volunteered to help conduct a review of
anticoagulant treatment for venous thromboembolism for the
Cochrane Library. The Cochrane Collaboration is a project of
volunteer medical researchers from all over the world that
investigate randomized controlled trials and other scientific evidence
in many areas of medicine to determine which treatments work and
which do not. After thoroughly searching all the Cochrane databases
and contacting anticoagulant experts and drug companies, their
archivists turned up two other randomized, controlled trials of
anticoagulation therapy in DVT patients.18, 19 Neither trial found any
benefit due to anticoagulants. Neither had been referenced in any
articles or reviews of anticoagulant therapy. The Cochrane peer163

reviewers (some with financial ties to drug companies that make
anticoagulants) delayed four years before publishing this review.
Finally, in January 2006, Cochrane published the review
titled, “Anticoagulants or non-steroidal anti-inflammatories or
placebo for treatment of venous thromboembolism”20 by Dr. Juliet
Manyemba, a physician from England, John Pezzullo, PhD, a
biostatistician formally from Georgetown University School of
Medicine, and me. The peer-reviewers and editor chopped out most
of what we wrote in the discussion and conclusion of this review.
Our first draft of the Implications for Practice section stated,
"Anticoagulants are not evidence-based to be safe and effective in
reducing morbidity and mortality in patients with venous
thromboembolism." For the "Implications for Research" section, we
suggested conducting a non-inferiority randomized trial to compare
standard anticoagulants with a nonsteroidal anti-inflammatory drug
(NSAID) to see whether an NSAID (i.e., platelet inhibitor) could be
equally effective but safer and less expensive. A non-inferiority trial
tests whether a new or different treatment is statistically equal in
beneficial outcomes to a standard treatment.
However, after editing by the peer reviewers and editor, the
"authors conclusions" were, "The limited evidence from randomized
controlled trials of anticoagulants versus NSAIDs or placebo is
inconclusive regarding the efficacy and safety of anticoagulants in
venous thromboembolism treatment. The use of anticoagulants is
widely accepted in clinical practice, so further randomized
controlled trials comparing anticoagulants to placebo could not
ethically be carried out."
While the Cochrane peer-reviewers and editor delayed the
publication of our evidence-based venous thromboembolism review,
I sent a much more detailed and complete review to Medscape
General Medicine. On September 9, 2004, Medscape General
Medicine published my review challenging the safety and efficacy
of anticoagulant treatment of venous thromboembolism21 together
with a podcast by chief editor Dr. George Lundberg titled, “Is the
Current Standard of Medical Practice for Treating Venous
Thromboembolism Simply Wrong?”22 Again no one from the
academic or government anticoagulant establishment replied to the
review or to my answers to the subsequent letters responding to the
review and elaborating on my reasons for rejecting the additional
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evidence that Cochrane peer-reviewers initially wanted included.9, 23,
24

Anticoagulants for Patients with Atrial Fibrillation and
Artificial Heart Valves
The 85-year-old mother of a close friend of mine took
warfarin (Coumadin) every day. Her doctor prescribed the
Coumadin, because she had atrial fibrillation (i.e., an irregular
heartbeat) and a porcine (pig) valve in her heart. One day she fell
and hit her head. Over the next 24 hours, she deteriorated
neurologically with lethargy progressing to coma. Medical
evaluation revealed a large hemorrhage into her brain.
Neurosurgeons evacuated the blood from this site by drilling burr
holes through the skull. Over the next week she had little
neurological recovery. She developed respiratory failure, which
they treated with mechanical ventilation, and kidney failure
prompting hemodialysis. Despite my efforts to advocate a palliative
care approach, my friend’s mother remained on life support until she
died two months later. Her physicians determined that warfarin
(Coumadin) anticoagulation led to the fatal bleed in her head.
My friend asked me what I thought of his mother’s
treatment, so I researched whether the FDA approval for this
indication was based on any sound evidence. I found that the
guideline is based on an extrapolation of randomized controlled trial
evidence from patients with atrial fibrillation who did not have
artificial heart valves.25 Researchers have never published a clinical
trial to see if warfarin is safe and effective for people with porcine
heart valves and atrial fibrillation.
I filed a freedom of information Act request with the FDA on
April 1, 2001 to get the medical evaluation documentation
explaining why they approved warfarin for use in atrial fibrillation
patients who have had a cardiac valve replaced. After following up
on the request at least a dozen times, the response came June 1, 2006
with no apology for the delay. It said what I already knew—there is
no scientific evidence for this indication. The letter said, “The
reviews done on the bioprosthetic valves seem to indicate a reliance
on the recommendations of the American College of Chest
Physicians…” The charge was $246.40.
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Had my friend’s mother not been given warfarin and then
died of an embolic stroke (blood clot traveling from her heart to her
brain), her doctor could have been sued for negligence based on
warfarin’s FDA approval for this indication. In people older than 80
years, major bleeding occurred in 13% per year,26 and, in a large
population based study in greater Cincinnati (1.3 million people in
2005), those older than 80 comprised 48% (26/54) of people with
warfarin related bleeding in the brain.27
This led me to wonder if the warfarin indication for atrial
fibrillation patients without artificial valves was evidence-based.
Anticoagulants for Atrial Fibrillation
The most common use of warfarin (Coumadin) is in patients
with non-valvular atrial fibrillation. These patients do not have
mitral valve disease or mechanical or porcine heart valves. These
criteria exclude my friend’s mother. About 3% of people over 65years-old have non-valvular atrial fibrillation. About 2.8 million
Americans28 had this indication for warfarin in 2008 and at least 1.3
million non-valvular atrial fibrillation patients took warfarin each
day.29, 30
Given the high bleeding risk of warfarin and other vitamin K
antagonists, patients are remarkably poorly informed about it and
unjustifiably trusting of their physicians. A study of atrial fibrillation
patients from Europe showed that only 58% of men claimed to
understand their treatment program and only 7% knew that vitamin
K antagonist use is aimed at preventing strokes. This blood thinner
treatment negatively impacted 67% of patients in terms of diet,
socializing, career and independence.31
The FDA approval for anticoagulant therapy in non-valvular
atrial fibrillation patients was based on randomized trials conducted
and interpreted by researchers hired by drug companies. My
research showed that major biases occurred in conducting the trials
and in interpreting them.32 For the following reasons, anticoagulants
are not evidence-based to be beneficial to patients with atrial
fibrillation:
•

Randomized trial findings cannot be generalized
to all atrial fibrillation patients, because less than
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•

•

•

•

•
•

•

10% of the patients with atrial fibrillation from
the participating institutions entered the trials.
The patients included in the randomized trials
were younger and they received superior
anticoagulation monitoring compared with atrial
fibrillation patients seen in general practice.
Randomized trials significantly underestimate the
bleeding risks of warfarin when contrasted with
observational studies of general medical practice
(i.e., atrial fibrillation patients receiving warfarin
and not participating in a trial).
The five well-conducted randomized trials all had
short follow-up periods (1.3 – 2.3 years) and high
rates of permanently discontinuing warfarin (10%
to 38% of patients). Adverse events were not
monitored after warfarin was stopped, so
researchers
did
not
record
rebound
hypercoagulation related deaths and venous
thromboembolism recurrences.
The total number of atrial fibrillation patients in
the five well-conducted randomized trials
(n=3298) was too low to be able to distinguish
whether warfarin is better than aspirin.
Warfarin clearly caused more major and fatal
bleeding episodes than aspirin.
From 1988 to 1999 the use of warfarin
quadrupled on a percapita basis, but the incidence
of embolic stroke (clot traveling from the heart to
the brain) in greater Cincinnati from 1993 – 1999
remained the same (31.1 versus 30.4 per
100,000).33
A recent observation study of 116,969 patients
with United Health Care insurance coverage who
were at least 40 years old and had a diagnosis of
atrial fibrillation or atrial flutter showed no
reduction in strokes in warfarin treated patients
compared with those given aspirin or no blood
thinner.34
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My atrial fibrillation review concluded saying that given the
risk and cost of warfarin and its unproven efficacy compared with
aspirin, aspirin should be preferred over warfarin in people with
non-valvular atrial fibrillation.32 No one from the anticoagulation
establishment replied to my review of anticoagulation prophylaxis
for atrial fibrillation patients published in Medscape General
Medicine. One group of previous reviewers of this topic, who had no
financial ties with anticoagulant-producing drug companies, had
come to the same conclusion.35
Warfarin in Patients with Angioplasties and Coronary Stents
In 2002, I sent an article to a medical journal and spoke with
the editor about it. The editor mentioned to me that his father had
undergone four angioplasty and coronary stent procedures. Because
of repeated closures of the coronary arteries, a cardiologist
prescribed warfarin for the editor’s father. The editor had previously
been concerned about his father’s risk of bleeding, and he asked me
if scientific evidence supported the use of warfarin to prevent reclotting after angioplasties or coronary stent placements.
To answer the editor’s question, I looked up the issue in the
American College of Chest Physicians Consensus Conference on
Antithrombotic Therapy.36 The guidelines for medications after
angioplasty and coronary stent placement don’t mention warfarin.
No randomized trial supports warfarin treatment. The guidelines
called for aspirin as a blood thinner after angioplasties. I relayed this
information to the editor. I do not know what he did with it.
Warfarin for Transient Ischemic Attacks or Minor Strokes
In the same month that my patient died of clots to the lung,
my inpatient medicine service at LA County + USC Medical Center
received a 52-year-old man with a massive brain bleed due to
warfarin. He had been transferred from the medical intensive care
unit where he was in a “chronic vegetative state.” The family agreed
to a “do not resuscitate status.” He still received hemodialysis, but
the family wanted to have this discontinued soon after he was
transferred to my service. His 5-year-old daughter spent as much
time as she could at her father’s bedside, grieving. I felt especially
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sorry for the child’s loss of her father. I cared for the patient for
eight days. He died on the day after I left the service.
The patient had a history of a transient ischemic attack
(TIA). His doctor had prescribed the warfarin to prevent more TIAs
or a stroke. The FDA had not specifically authorized the use of
warfarin for TIAs. Aspirin was generally recommended for stroke
prophylaxis in this situation. However, the guidelines from the
American College of Chest Physicians Consensus Conference
allowed for warfarin prophylaxis in certain situations.
In 2005, the New England Journal of Medicine published a
randomized controlled trial comparing warfarin with aspirin in
patients after TIAs or minor strokes. The trial was stopped early
because 9.7% of patients on warfarin died versus 4.3% taking
aspirin.37 Still the authors of this drug company funded study did not
recommend that warfarin should be contraindicated in patients with
previous strokes or TIAs. Two subsequently reported trials also
showed no benefit with warfarin in people with previous strokes or
TIAs.38, 39
How many other children have lost a parent or
grandparent because of anticoagulants?
Anticoagulants for Coronary Artery Disease
The package insert for Coumadin (warfarin) states,
“Coumadin is indicated to reduce the risk of death, recurrent
myocardial infarction (heart attack), and thromboembolic events
such as stroke or systemic embolization after myocardial infarction.”
A meta-analysis of 31 randomized trials involving warfarin
after myocardial infarction showed significant benefit compared
with placebo but no significant benefit compared with aspirin,40 a
drug that is much less dangerous. These studies did not evaluate
adverse events due to warfarin withdrawal in these patients.41
Consequently, an evidence-based medicine approach should require
that the FDA remove the indication for warfarin in myocardial
infarction and coronary artery disease.
For patients with a recent heart attack, randomized,
controlled trials show no benefit when heparin is added to aspirin.42
Despite the absence of efficacy in randomized trials, the American
Association of Chest Physicians still recommends intravenous or
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subcutaneous (under the skin) injections of heparin or lowmolecular-weight heparin in higher risk patients after heart attacks.43
Heparins for Atrial Septal Defects
The case of Ariel Sharon, Prime Minister of Israel, illustrates
the risks of heparins. Mr. Sharon received enoxaparin (Lovenox), a
low-molecular-weight heparin, after a small stroke that his doctors
thought might have resulted from a 2 millimeter diameter hole in
between the left and right atrial chambers of his heart. His doctors
speculated that his first small stroke may have been due to a clot
passing through the tiny hole in the heart and traveling to the brain.44
Mr. Sharon also had a condition called “cerebral amyloid
angiopathy,” a disorder that weakens artery walls, increasing the risk
of a stroke due to bleeding.45 The cerebral bleed that resulted from
his Lovenox anticoagulation has caused him to be in a vegetative
state for over three years.
Anticoagulation with heparins of people with strokes
associated with holes between the chambers of the heart has not
been shown to reduce the risk of recurrent strokes or death.46
Fondaparinux (Arixtra)
In 2001, the FDA approved fondaparinux, a direct thrombin
inhibitor anticoagulant marketed by GlaxoSmithKline designed to
compete with heparins, for prevention of DVT and PE in orthopedic
47-50
and abdominal surgical51 patients. Unfortunately, the so-called
“non-inferiority” randomized trials which won the approvals
included no placebo group and were only designed to show similar
results as a low-molecular-weight heparin. Alarmingly, in each
group of the abdominal surgery trial, one patient out of about 1,400
bled to death.51 The FDA accepted these non-inferiority trials
despite the major bleeding risk and the lack of evidence that heparin
itself reduces mortality when used to prevent DVT or PE.
Martin H. Prins, MD, an epidemiologist from the
Netherlands, participated on the steering committees and in
obtaining funding from Santofi-Synthelabo and NV Organon drug
companies for trials of fondaparinux (Arixtra) in treatment of DVT
and PE.52, 53 Based on the results of these two studies, the FDA
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approved fondaparinux for the treatment of DVT and PE on May 28,
2004. Anticipating this approval, Sanofi-Synthelabo announced the
sale of Arixtra and Fraxiparine (a low-molecular-weight heparin) on
April 13, 2004 to GlaxoSmithKline for about $360 million.54
Without disclosing his major financial stake in Arixtra and
the importance to the Arixtra deal of continued acceptance of
anticoagulants as evidence-based treatment for DVT and PE, Dr.
Prins also served as a peer-reviewer for my review of the evidence
of effectiveness and safety of anticoagulants in the treatment of
DVT and PE. I discovered Dr. Prins’ role in these studies when I
read the Arixtra DVT and PE trial reports.
He recommended that Cochrane should not publish my
venous thromboembolism review. In large part because of Dr. Prins’
opposition to this review, it took about five years for the publication,
and then the results, discussion, and conclusion were largely written
by the editors rather than by me and the other authors. Publication of
the review that we originally submitted in the prestigious Cochrane
Library in 2004 could have stopped the FDA from granting SanofiSynthelabo the indications for Arixtra in DVT and PE.
I expected that Gerry Fowkes, MD, coordinating editor of
the Cochrane Peripheral Vascular Disease Group, would disclose
Dr. Prins’ conflict of interest with the publication. He didn’t.
Clopidogrel (Plavix)
In a commentary published in the American Journal of
Cardiology, I challenged the efficacy of Plavix in acute coronary
syndromes and percutaneous coronary events (angioplasties and
coronary stents), its primary indications, because of the marked
increase in heart attacks and deaths that occur within 90 days of
stopping the drug.55 No rebuttals have been published in response to
my commentary.
“Evidence-based Medicine and the Cochrane Collaboration on
Trial”
A few months after the Cochrane Collaboration published
their highly edited version of the review of anticoagulation treatment
of venous thromboembolism that I co-authored, Dr. Kay Dickersin,
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Director of the U.S. Cochrane Center, emailed me and other
Cochrane authors asking us to defend evidence-based medicine
against an attack by Dr. Bernadine Healy. Dr. Healy, former
Director of the National Institutes of Health, wrote an essay entitled
"Who Says What's Best?" This piece, critical of evidence-based
medicine, appeared on September 11, 2006 in US News and World
Report.56 Instead of defending evidence-based medicine, I wrote a
commentary titled, “Evidence-based Medicine and the Cochrane
Collaboration on Trial,” detailing the biases and financial conflicts
that I faced in researching and writing the Cochrane venous
thromboembolism review.
I sent Dr. Dickersin this commentary and told her my story.
She advised me to submit a formal complaint to the Cochrane
disputes editor about the matter, so I did. When my complaint was
not addressed for six months, I submitted the commentary to
Medscape General Medicine.57 I concluded the essay with an appeal
for readers to email FDA anticoagulation experts asking for an
investigation of the indication for anticoagulants for venous
thromboembolism. At least 20 people emailed FDA anticoagulation
experts, and Dr. Ellis Unger, Deputy Director of the Office of
Surveillance and Epidemiology, called me to discuss the issue.
However, the FDA still refused to investigate.
My Review of Cochrane Anticoagulation Reviews
These
experiences
with
the
Cochrane
venous
thromboembolism review and the FDA made me wonder about the
validity of research in other areas of anticoagulation medicine. I
decided to systematically critique all the Cochrane reviews and
protocols involving anticoagulant drug interventions to see whether
other methodological errors, biases, and undisclosed financial
conflicts exist.
I found that 57 anticoagulation reviews and protocols besides
mine had been published by the Cochrane Collaboration. I sent a
critique to the authors of each review and protocol. Only 13 of the
57 authors replied to my letters. Several complained that they were
too busy. Others just ignored me.
By analyzing each review or protocol including mine and the
response of authors, if any, to my letters, I found 207 total instances
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of methodological errors (divided into nine categories) and 18 total
instances of biases (grouped into four categories). There were also
13 editors and 37 authors with undisclosed financial conflicts. I
submitted my findings first to JAMA, then to the New England
Journal of Medicine, and finally to the BMJ (British Medical
Journal). Only the BMJ sent it for outside peer review. The two
reviewers, one with major ties to anticoagulant-producing drug
companies, rejected it. The Medscape Journal of Medicine (same
journal as published my other papers, new name) published my
article, “Systematic Review of Cochrane Anticoagulation Reviews,”
in January 2009.15 In all, the review challenged the evidence-basis
of warfarin and other vitamin K antagonists, heparins, and direct
thrombin inhibitors (e.g., fondaparinux) for 30 FDA approved and
off-label indications.
By email, I pointed out the review to about 40 Cochrane
anticoagulation authors and about 120 other anticoagulation
researchers. None rebutted anything in the review. Again the
medical media would not cover the issue.
Undisclosed Financial Conflicts of Interest in Anticoagulation
Guideline Authors
An article from a health care blog about a dispute between
Cathleen DeAngelis, MD, the editor of JAMA, and a whistleblower
who reported an undisclosed financial conflict of interest of a JAMA
author led me to write to three medical journals about financial
conflicts of their anticoagulation medicine authors. In emails to Dr.
DeAngelis, Jeffrey Drazen, MD, the chief editor of the New England
Journal of Medicine, and Rita Redberg, MD the chief editor of the
Archives of Internal Medicine, I detailed evidence that 31 of their
authors did not disclose their payments from drug companies for
drafting anticoagulant guidelines for the American College of Chest
Physicians published in the journal CHEST.
Dr. DeAngelis refused to require acknowledgements from
JAMA anticoagulation medicine authors because the disclosure of
financial support for the guidelines in CHEST did not specifically
say that the authors received direct payments:

173

“The American College of Chest Physicians wishes
to acknowledge the cooperation and support of the
following sponsors for providing an unrestricted
educational grant to support the publication of this
supplement to CHEST: AstraZeneca LP; Aventis
Pharmaceuticals; Bristol-Myers Squibb/SanofiSyntholabo Partnership; GlaxoSmithKline; Organon
Sanofi-Synthelabo LLC” (2008)12
At the beginning of our correspondence, at the request of Dr.
DeAngelis, I emailed Richard S. Irwin, MD, FCCP, Chest Editor in
Chief, and Jack Hirsh, MD, FCCP, Chair American College of
Chest Physicians Evidence-based Practice Guidelines. I asked about
the lack of disclosure of payments from drug companies to CHEST
authors for drafting anticoagulant guidelines. They did not reply to
me. Although I copied Dr. DeAngelis in that email, she did not
claim that Drs. Irvin and Hirsh denied that anticoagulation guideline
authors were paid.
When I sent Dr. Rita Redberg a similar email about financial
conflicts of Archives of Internal Medicine authors, she contacted Dr.
DeAngelis (both JAMA and the Archives of Internal Medicine are
American Medical Association journals) and used the same reason
not to require disclosure.
Dr. Drazen replied to my letter about undisclosed financial
conflicts of New England Journal of Medicine authors by saying, “If
an author has received payments for work on guidelines from an
official organization, such as an established professional society,
that sponsored the guidelines, disclosure is not required.”
After all three editors stonewalled, I contacted some health
care reporters about these financial conflicts. The results are
pending.
My Letter to Dr. Janet Woodcock, the Director of the FDA
Center for Drug Evaluation and Research
Subsequently, I drafted an email to Janet Woodcock, MD the
Director of the Center for Evaluation and Research of the FDA,
asking for her to investigate my challenges to the evidence-basis for
30 indications for anticoagulants. The letter began:
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I am asking you to consider conducting a transparent
investigation of the evidence I presented in “A
Systematic Review of Cochrane Anticoagulation
Reviews” challenging the evidence-basis for
anticoagulant use for 30 FDA approved and off-label
indications
(http://www.medscape.com/viewarticle/584084 ).15
This review was based on my letters to authors of 57
Cochrane anticoagulation reviews pointing out
methodological errors, biases, and undisclosed
financial conflicts and my own Cochrane review of
anticoagulants for venous thromboembolism.20
Authors replied to only 13 of those letters. At least
50,000 people worldwide who bleed to death yearly
from anticoagulants used for those 30 indications.
Copies of the email went to about 150 people including
1. Editors of medical journals that have published
articles supporting the use of anticoagulants for the
30 indications that my review challenges. In many of
those articles, the authors have undisclosed financial
conflicts of interest
2. Authors and editors of Cochrane reviews of
anticoagulation prophylaxis and treatment
interventions
3. Authors of antithrombotic and thrombolytic therapy
guidelines published in eight supplements of the
journal CHEST10, 12, 58-63 under the auspices of the
American College of Chest Physicians
4. Other antithrombotic and thrombolytic therapy
researchers
5. FDA and NIH experts in antithrombotic and
thrombolytic therapy
The only initial response to my letter to Dr. Woodcock came
from Dr. David Tovey, the new Chief Editor of the Cochrane
Collaboration as of January 2009. He said that Cochrane takes
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feedback such as mine seriously and committed to spend a week to
draft a response to all my feedback letters and to circulate that
response within Cochrane. By mid June 2009, he planned to send
me the result.
Cost In Lives and Money
Venous Thromboembolism (DVT and PE) Diagnostic Tests
Of patients suspected of having DVT and PE, about 42%64
and 25%65 respectively have them diagnosed on imaging tests.
About 300,000 USA residents are diagnosed with venous
thromboembolism per year,66 with approximately 90% of clinically
diagnosed cases being DVTs. Consequently, about 600,000 and
120,000 people undergo diagnostic tests for DVT and PE,
respectively. When pulmonary angiography (x-ray die test) was
routinely used in questionable PE cases, about 1/200 patients died of
complications of this procedure,65 causing hundreds of deaths. Now
chest CT scans are considered definitive by more experts.
Articles in the medical literature estimated the cost in 1992
of hospital tests for diagnosing DVT at $2250 and PE at $4333.64, 67
This translates to $1.9 billion in 1992 for diagnostic tests for venous
thromboembolism. Because competition and efficiencies may have
controlled the costs of these tests and more recent data are not
available, I used the conservative assumption of no inflation in the
bills for these procedures since 1992. The cost may be much higher.
Warfarin and Other Vitamin K Antagonists
Calculating from rates of major and fatal bleeding due to
warfarin and other vitamin K antagonists from observational studies
(major bleeding: 2.3% – 7.2% and fatal bleeding: 0.8% – 1.2%68-74),
for 4.1 million Americans using these drugs in 2008,29 94,000 –
290,000 people had major bleeds and 33,000 – 49,000 bled to death.
Extrapolating population-based data from the greater
Cincinnati area (population = 1.3 million) to the entire country,
about 17,500 Americans had warfarin-related brain hemorrhage in
2008.27 About 11,550 of those people (66%) were dead within one
year.75 Most of the rest remained permanently disabled.
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The estimated cost for treating an atrial fibrillation patient
with warfarin or other vitamin K antagonists was about $747 in
2008.76, 77 This translates to about $3 billion ($747 for warfarin and
monitoring x 4.1 million people taking vitamin K antagonists29 =
$3.06 billion).
Since the average cost of a major bleed from warfarin was
$25,260,77, 78 the cost of bleeding from warfarin was $2.4 billion $7.4 billion (4.1 million people taking vitamin K antagonists x
$25,260 per bleed x 0.023 – 0.072 (proportion with major bleeds /
year) = $2.4 – $7.4 billion).29, 77, 78
Based on the cost of warfarin in atrial fibrillation patients76,
77
and treatment of bleeding complications of people taking warfarin
or other vitamin K antagonists in 2008, Americans spent $5.4
billion – $10.4 billion on this treatment.
Heparins
Based on a systematic literature review, the average daily
frequencies of fatal, major, and total bleeding during full-dose
heparin therapy for venous thromboembolism were 0.05%, 0.8%,
and 2.0%, respectively.70 Petersen and colleagues reported the daily
rate of major bleeding due to heparin or low-molecular-weight
heparin for acute coronary syndromes as 0.66%.79 Consequently,
applying these rates for approximately 3 million full-dose heparin
courses (average 7 days) in the United States, 138,000 to 168,000
people had major bleeding (3 million people x 0.0066 to 0.008
(major bleed risk/day) x 7 days = 138,000-168,000) and 10,500 died
of hemorrhage (3 million people x 0.0005 (fatal bleed risk/day) x 7
days = 10,500).
While major bleeding rates are generally reported in studies
of acute coronary syndrome patients treated with antithrombotics,
they rarely report bleeding deaths. In a few studies of acute coronary
syndrome patients, deaths attributable to bleeding may be deducted
by comparing the 30-day death rate of those patients with major
bleeding with patients with no bleeding. Deaths due to bleeding
from anticoagulants for patients with acute coronary syndrome can
be estimated by multiplying the difference between the death rate in
bleeders and non bleeders by the rate of major bleeding (Table 1).
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Applying these rates of deaths attributable to bleeding to
approximately 3 million people treated with high-dose heparins for
acute coronary syndrome, percutaneous coronary interventions, and
venous thromboembolism gives about 7000 – 15,000 deaths
attributable to heparins and direct thrombin inhibitors (3 million x
0.00237 – 0.00492 = 7110 – 14,760). This range is consistent with
the estimate based on the meta-analysis of anticoagulation trials for
venous thromboembolism (i.e., 10,500).
Table 1. Deaths Attributable to Bleeding in Patients with Acute
Coronary Syndrome
Study author N
Deaths
Major
Death rate
bleeders % / bleeds
attributable to
no bleed %
%
bleeding %
Rao80
24,112 8.00/3.08
10.0
0.492
Moscucci81
23,112 18.6/5.1
3.0
0.405
Segev82
5842
19.2/1.5
1.4
0.248
83
Eikelboom
34,146 12.8/2.5
2.3
0.237
Low-dose heparin, low-molecular-weight heparin, and
fondaparinux are used for venous thromboembolism prophylaxis. A
review of 52 randomized trials that studied venous
thromboembolism anticoagulant prophylaxis (n = 33,813) showed
that low-dose heparins approximately doubled the rates of
hemorrhage, including major bleeding of the gastrointestinal tract
(26/12,928 = 0.2%) and retroperitoneum (10/12,642 = 0.08%).84 The
researchers did not report fatal and intracranial bleeding. Based on
these data, for the 6 million hospitalized people given low-dose
heparin, low-molecular-weight heparin, or other anticoagulants in
2008 for venous thromboembolism prophylaxis in the United
States,85, 86 at least 8400 developed anticoagulant-related major
bleeding (6 million x 0.0028 x 0.5 = 8400). An unknown number
bled to death. If 1/1430 people given a low dose low-molecularweight heparin or fondaparinux prophylaxis bleed to death as
occurred in both arms of a non-inferiority trial with these two
drugs,51 then about 4200 Americans per year bleed to death per year
from this prophylaxis.
While major bleeding is a significant risk with low-dose
heparin and other anticoagulants in venous thromboembolism
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prophylaxis, rebound hypercoagulability is possibly an even greater
risk. Based on a chart review study at the Brigham and Women’s
Hospital in Boston,14 700 to 40,000 deaths in the USA in 2008 were
attributable to rebound hypercoagulability related clotting.15
The estimated cost of a five-day course of low-dose lowmolecular-weight heparin prophylaxis (drugs, nursing, and
pharmacy costs per patient = $28877, 87) for 6 million hospitalized
medical and surgical patients in 2008 was about $1.7 billion ($288
each x 6 million = $1.73 billion). The cost of administering these
drugs used in high doses for about 3 million people with venous
thromboembolism, acute coronary syndromes, and other indications
was at least another $1.7 billion. Treatment of bleeding from
heparins cost Americans an additional $4.4 – $5.1 billion.70, 77, 79, 88
Of that, $0.9 billion was for bleeding from low dose prophylaxis 77,
88
and $3.5 billion – $4.2 billion for high dose treatment (138,000 to
168,000 people with major bleeding from high dose heparins.70, 79 x
$25,261 per major bleed77, 78 = $3.5 billion – $4.2 billion). Overall,
heparin and low-molecular-weight heparin prophylaxis and
treatment in 2008 cost Americans $7.8 – $8.5 billion.
Direct Thrombin Inhibitors (e.g., fondaparinux and argatroban)
Bleeding and rebound hypercoagulability risks of direct
thrombin inhibitors are equal to those of heparins.
GlaxoSmithKline and Adolor, another drug company,
collaborated with to hire 30 sales representatives for a combined
national effort to co-promote fondaparinux (Arixtra).89 While sales
have been more sluggish than predicted, they are still substantial.
Global sales of Arixtra® were up from $155 million in the year to
June 2007 to $250 million in the year to June 2008 (+61%).90
Argatroban sales were at least $111 million.91
Clopidogrel (Plavix)
Compared with aspirin alone clopidogrel plus aspirin causes
25-50% more major and fatal bleeds.92-94 Observational studies of
clopidogrel have shown the extent of rebound hypercoagulability
heart attacks and deaths to be substantial.55
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Bristol-Myers’s Plavix had worldwide sales of $5.6 billion
for 2008 (US sales: $4.9 billion),95 second only to Pfizer’s Lipitor in
revenue generation.
Conclusion
Historical
precedent,
observational
studies,
and
methodologically flawed randomized controlled trials have
constituted the evidence for anticoagulant efficacy. Anticoagulant
therapy for a variety of diseases has been promoted to the medical
profession and public by pharmaceutical company money spent on
research, continuing medical education programs, medical journal
advertising, and marketing.
From 43,500 – 59,500 Americans died in 2008 due to
bleeding from anticoagulants. Probably tens of thousands more died
or rebound hypercoagulation after stopping anticoagulant drugs. The
worldwide toll of major bleeds and deaths is about double that in the
USA. Anticoagulants for treatment and prevention of clots cost
between $15.5 billion and $26.2 billion in 2008. Another $4.9
billion went for the platelet antagonist clopidogrel.
If anticoagulant treatment were eliminated in America, it
would end a very expensive and deadly iatrogenic (doctorcaused) epidemic.
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Chapter 12
Anti-depressant Medications—
Toxic Placebos
About 25 years ago at the beginning of my fellowship in
cancer medicine (medical oncology) at the University of California,
San Diego teaching hospitals, I became very depressed. It was
related to job pressures. In two years at the Cancer Control Agency
of British Columbia, Canada, I treated only patients with tumors that
usually responded to chemotherapy. Back in the U.S., I was
expected to give chemotherapy to virtually anyone with advanced
metastatic cancer no matter how slim the chance of response or how
severe the side effects (Chapter 16). I couldn’t cope with the feeling
that I was hurting some of my patients.
Under the insightful care of a gifted psychiatrist who
supported me with his empathy and insight and prescribed a tricyclic
drug (older antidepressant medication) for me, I got better in about
six weeks. My improvement probably resulted from the talk therapy
with my psychiatrist, being away from giving chemotherapy to
patients, and running seven miles per day rather than the
antidepressant pills. In randomized trials, aerobic exercise has been
shown to help people overcome depression.1, 2 Psychotherapy itself
offers an effective alternative with fewer medical risks.3 Once back
to work, I worked on a different clinical service under much more
conservative oncologists and didn’t have to give chemotherapy
when I didn’t think it would help the patient. Thankfully, the
depression has never returned.
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Major Depressive Disorder Defined
The fourth edition of the Diagnostic and Statistical Manual
IV (DSM-IV) defines major depression disorder with wording that
had to satisfy the demands of researchers, lawyers, and psychiatrists.
Consequently, laymen and many medical professionals may have
difficulty understanding what it means. Psychiatrist Jim Morrison,
MD, the author of books on mental health, posted the DSM-IV
criteria for depression and various mood disorders on his website in
more understandable terms:4
In the same 2 weeks, the patient has had 5 or more of
the following symptoms, which are a definite change
from usual functioning:
•

•

•

•
•
•
•

•

Mood. For most of nearly every day, the patient
reports depressed mood or appears depressed to
others.
Interests. For most of nearly every day, interest or
pleasure is markedly decreased in nearly all
activities (noted by the patient or by others).
Eating and weight. Although not dieting, there is
a marked loss or gain of weight (such as 5% in
one month) or appetite is markedly decreased or
increased nearly every day.
Sleep. Nearly every day the patient sleeps
excessively or not enough.
Motor activity. Nearly every day others can see
that the patient's activity is agitated or retarded.
Fatigue. Nearly every day the patient experiences
fatigue or loss of energy.
Self-worth. Nearly every day the patient feels
worthless or inappropriately guilty. These
feelings are not just about being sick; they may be
delusional.
Concentration. Noted by the patient or by others,
nearly every day the patient is indecisive or has
trouble thinking or concentrating.
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•

•
•

Death. The patient has had repeated thoughts
about death (other than the fear of dying), suicide
(with or without a plan) or has made a suicide
attempt.
Either depressed mood or decreased interest or
pleasure must be one of the five major symptoms.
These symptoms cause clinically important
distress or impair work, social or personal
functioning.

The DSM-IV manual is used by some 400,000 mental health
workers, from psychiatrists to nurses, use the manual to diagnose
disorders in patients, and health insurers use the manual to
determine coverage. Since 56% of the experts drafting the manual
received money from drug companies (e.g., members of a drug
maker's speakers bureaus, drug company researchers, or paid
consultants) the very criteria for making psychiatric diagnoses may
be tainted by the influence of money.5
Based on the DSM-IV, about 35 million American adults
(16%) will develop a major depression in their lifetimes of which
about 14 million have depression this year. A survey by the National
Institute of Mental Health found that only about half of depressed
Americans receive medical treatment and that only about 40% of
people in treatment for depression get adequate care.6
To define depression for the purpose of studying various
treatments, we have to measure it. This calls for an instrument to use
for measurement.
Measuring Depression
Research psychiatrists measure depression with a scale
developed in the 1960s by psychiatrist Max Hamilton of the
University of Leeds in England. Although it is subjective, like any
test relying on interviews, drug companies, investigators, and FDA
regulators feel that it is a reliable instrument to assess the existence
and severity of depression, to monitor treatment, and to use as the
tool for determining FDA approval of antidepressant drugs. I do not
agree that it should be the only criterion for FDA approval of drugs.
I think that reducing the risk of suicide should be the primary
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criterion. At the very least before FDA approval of an antidepression
drug, pharmaceutical companies should have to demonstrate with a
long-term randomized trial data on many thousands of patients that
the medication does not increase the risk of suicide.
On the Hamilton Depression Scale, 0 = no depressive
symptoms or signs and 52 (the top score) = dangerously suicidal. A
score of 20 or higher indicates major depressive illness. There are 17
items scored on the scale. See Appendix 7 for the Hamilton
Depression Measurement Scale (HAM-D) questionnaire.
Virtually all research submitted to the FDA or to regulatory
agencies in other countries concerning antidepressive medications
and other treatments uses the HAM-D for evaluation. A patient in a
randomized trial of an antidepressant medication typically takes the
drug or a placebo for six – eight weeks. It doesn’t matter if the drug
works at three weeks or nine weeks or if the patient commits suicide
at 20 weeks, the FDA judges the efficacy of drugs, according to the
HAM-D, at six – eight weeks.
While there are exceptions, severe depression tends to get
better with time, talk therapy, prayer, support of family and friends,
and other non-drug interventions. It also tends to recur when
triggered by personal catastrophes and other stressors, and for many,
depression becomes chronic. Many people become depressed during
the winter holiday season each year and recover in January.
For a group of depressed people who average 25 points on
the HAM-D questionnaire (maximum score = 52), six – eight weeks
with placebo pills will reduce the average score to about 14. After
six - eight weeks with the addition of antidepression pills to the talk
therapy, HAM-D scores typically average about 12.7
Drug company funded trials of antidepressant medications
generally use statistical methods to magnify the differences in
outcomes between the placebo group and the patients taking
antidepressant pills. Rather than comparing the mean HAM-D
scores at six – eight weeks, they report the numbers of patients that
reduce their scores by 50% compared with the initial score.
Someone with a HAM-D score of 25 initially that drops to 12 at six
weeks would be a responder and a patient that goes from 25 to 14
would be a failure. To consider a hypothetical extreme example, all
of the patients taking drugs could have > 50% decreases in scores
and all of those randomized to placebos could have < 50% decreases
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in scores while the mean difference in the final score was only two
points on the 52 point HAM-D measurement scale.
They may also compare the numbers of depressed people in
each group who have final HAM-D scores less than nine. The
clinical significance of these arbitrary criteria designed to exaggerate
clinical benefit are highly debatable.
To make matters worse, drug companies can sponsor several
studies and select only the favorable ones to base their requests for
FDA approval.
Clearly, this rigged system unfairly favors drugs and is a
sub-optimal basis for approving potentially toxic and often very
expensive medications for depression.
Evidence-basis of FDA Approval For Antidepressant Drugs
Efficacy
Eli Lilly Pharmaceutical Company conducted 10 placebocontrolled randomized clinical trials for fluoxetine (Prozac),
according to FDA records. However, in six of these trials, no
statistically significant difference could be detected between those
treated with Prozac and those who got the placebo. Combining all
the Prozac studies in FDA files, nearly 90% of the improvements
documented on the HAM-D Measurement Scale were due to
placebo and not Prozac.8
Trials of other selective seritonin reuptake inhibitors (SSRIs)
and other classes of antidepressants gave similar results. Paroxetine
(Paxil) worked in three of six studies. Nefazodone (Serzone) showed
statistically significant benefit in only two of eight trials.8
Researchers have suggested that, although the placebocontrolled trials are double blinded (neither the patient nor the
doctor is told if the patient is receiving drug or placebo), drug side
effects may tip off both the patients and doctors. They term this
“unblinding.” Some investigators question whether “active controls”
(drugs with side effects but not antidepressant effect) may better
determine efficacy of SSRIs. A meta-analysis of randomized trials
with active controls showed a very small difference between
antidepressants and active placebos, suggesting that unblinding
effects may inflate the efficacy of antidepressants in trials using
inert placebos.9
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Safety
Of all the 9,000+ chemical substances monitored by the
FDA, Prozac has the most serious side effects received by the
voluntary adverse reaction reporting system.10 Overall 15 – 21% of
depressed patients discontinue SSRI medications because of serious
side effects (1.5 – 2.0 million people per year in the USA).7
What are the side effects?
According to Eli Lilly, Prozac causes rashes or hives in 7%
of the people who take it, insomnia in 20%, sedation in 13%,
tremors in 10%, nausea in 23%, diarrhea in 12%, and loss of
appetite in 12%. Depending on definitions, from 10% to 70% find
their sex lives diminished.7
The most feared side effect of SSRI antidepressants is
suicide.
Cases Illustrating
Antidepressants

the

Suicide

Risk

in

Adults

Taking

Nineteen-year-old Traci Johnson committed suicide while
serving as a paid normal volunteer for a clinical study of high doses
of the antidepressant duloxetine (Cymbalta) made by Eli Lilly. The
FDA asked Eli Lilly to perform high-dosage tests to determine
whether patients have difficulty metabolizing antidepressants. Eli
Lilly asserted that it had properly screened Ms. Johnson before the
study started to ensure that she was healthy and had no mental
problems.11
Traci began the Cymbalta trial in early January while living
in a dormitory for subjects of drug trials. She had her dosages of the
drug gradually increased to a higher than therapeutic level. Then the
researchers gradually reduced the dose until she was given a placebo
in the four days before her death. This suggests that SSRI
withdrawal syndrome may have caused Traci to hang herself.
A company spokesperson said Eli Lilly does not believe the
drug led to her suicide. Marion County Deputy Coroner Frances
Kelly, MD did not cite SSRI withdrawal syndrome as contributing
to Traci’s death. Under state law, the coroner's office is not allowed
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to identify any drugs that might have been in Johnson's system
because they did not cause the death by hanging, Dr. Kelly said.
Wall Street analysts still expect Cymbalta to be a blockbuster
for Lilly now that it has FDA approval. Some predict that it may top
$2 billion annually. Traci’s death appears to be just a bump in the
road to higher profits for Eli Lilly and its investors. In a question
and answer session concerning Cymbalta, the Eli Lilly website
addresses the safety issue without mentioning Tracy Johnson as
follows:
Given the FDA evaluation, is Cymbalta safe for me to
use?
Your health care provider is the best source for
questions or concerns. If you are currently taking
Cymbalta, do not stop taking it without talking to
your
doctor
first.
Cymbalta has been approved by the FDA for the
treatment of depression and for the management of
diabetic peripheral neuropathic pain. According to
the FDA website: ‘An increased rate of suicidality
[suicidal thoughts or behavior] was not seen in
controlled trials of Cymbalta for treatment of
depression or diabetic neuropathic pain (the approved
indications for Cymbalta).’ However, all patients
being treated with any type of antidepressant should
be observed closely for worsening depression
symptoms, unusual changes in behavior and thoughts
of suicide, especially at the beginning of
antidepressant treatment or whenever there is a
change in dose.
The assumption that a conscientious doctor can spot the
worsening of depression, stop the medication, and prevent the
suicide is unfounded. The drug companies’ hope that the warning on
the SSRI labels coupled with this assumption will put the blame of
suicides on treating physicians rather than the drugs.
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A similar kind of situation had previously been reported. In
the course of a randomized double-blind crossover study comparing
the effects of the anti-depressive medications reboxetine (Edronax,
Vestra) and sertraline (Zoloft) in a group of healthy volunteers, two
volunteers became suicidal while taking Zoloft.12
Dr. Apple (not his real name), a psychotherapist friend of
mine, told me about one of his patients that committed suicide. Mr.
Peters (a pseudonym), a man in his 30’s, became depressed over the
discovery that his wife was having an affair with another man. Over
several weeks of therapy sessions, he expressed his obsession with
thoughts of suicide. At Dr. Apple’s suggestion, Mr. Peters agreed to
call him whenever he felt close to committing suicide. At a point
that Mr. Peters appeared especially desperate, fearing both that he
would kill himself on the one hand and that he would continue his
unbearable suffering on the other, Dr. Apple got Mr. Peters to agree
to see a psychiatrist for a period of hospitalization in a psychiatric
hospital. The psychiatrist took over the case. He hospitalized Mr.
Peters for less than a week and then discharged him home on
Prozac. Several weeks later, Mr. Peters killed himself with an
overdose of chemicals.
Referencing the controversy over whether SSRI
antidepressant medications may increase the risk of suicide, I asked
my friend Dr. Apple if he had ever wondered if his patient might
still be alive if he had not received the Prozac. He said, “funny that
you should ask that.” Mr. Peters’ wife filed a suit against Pfizer, the
maker of Prozac, alleging that the drug actually caused the suicide.
Dr. Apple did not know the outcome of the ensuing litigation.
In 1990, shortly after the FDA approved Prozac, a Harvard
psychiatrist reported six depressed patients who developed violent
suicidal preoccupations after 2 – 7 weeks of Prozac treatment. This
state persisted for as little as 3 days to as long as 3 months after
discontinuation of Prozac. None of these patients had ever
experienced a similar state during treatment with any other
psychotropic (mind altering) drug.13
While all these cases are only anecdotes, do they strengthen
the possibility that Prozac and other SSRIs increase suicide risk? I
think so.
An analysis of randomized trials of antidepressant
medications by government researchers supposedly cleared SSRIs of
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causing suicide. But how many patients in trials are needed to prove
that Prozac or other antidepressants do not increase suicide risk? To
answer this question, we need to know some statistics about suicide.
Statistics Relating to the Suicide Risk in Adults Taking
Antidepressants
One in 125 – 150 depressed adults in clinical trials of
anticepressant medications commits suicide per year,14, 15 about 40
times the rate of suicides as people in the general population.15
To evaluate the risk of suicide with SSRIs and other
antidepressants, FDA researchers and others assume that suicidal
thinking (surrogate endpoint) and failed suicide attempts (important
surrogate endpoint) are excellent markers for the risk of actual
suicides (most important clinical endpoint). No evidence supports
this assumption. Researchers have found that there is no relationship
between the severity of depression and the risk of suicide.16
Consequently, improving the HAM-D scores does not guarantee that
the drug reduces the suicide risk. Unfortunately, the majority of data
coming from government and other analyses of antidepression trials
involves suicidal thinking and suicide attempts. The trials have not
been large and long enough to determine with high statistical
probability the effect of SSRIs on the most important clinical
endpoint—suicides.
In a meta-analysis of short-term trials submitted to the FDA,
investigational antidepressants (mostly SSRIs) had twice the suicide
rate (0.08% versus 0.04% per year) as placebo-treated depressed
patients. Because of the relatively small number of patients followed
for short amounts of time (less than 3,000 patient-years of
evaluation), this finding was not statistically significant and these
data were actually cited to support the safety of SSRIs.14 A larger
meta-analysis by the same authors (48,277 depressed patients)
showed the following suicide rates: placebo: 1 per 222 patient years;
SSRIs: 1 per 169 patient years; and older antidepressants: 1 per 132
patient years.17 Again, because of small numbers, these rates do not
differ statistically significantly but do raise concerns.
In eight long-term studies (lasting longer than 8 weeks)
submitted to the Medicines Evaluation Board of the Netherlands,
two out of 1,345 patients treated with antidepressant drugs
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committed suicide versus zero out of 604 patients on placebos.
Because of the small number of patient-years, this is not statistically
significant.18 The same group from the Netherlands also performed a
meta-analysis of placebo-controlled randomized trials of long-term
treatment of depressed people with SSRIs from a Medline search. In
the seven trials that they found,19-25 one out of 889 placebo-treated
patients versus seven of 1,440 treated with SSRIs committed
suicide.18 Again, this is not statistically significant because of the
small number of suicides.
A meta-analysis of two randomized trials of depressed adults
taking Prozac looked at suicide acts and suicidal thinking
(surrogates for actual suicides). The researchers reported no
statistical difference between Prozac and placebo and claimed that
Prozac did not increase the suicide risk. However, since the
evaluation included only about 220 patient-years of treatment, only
1 – 2 suicides would be expected.26 A far larger study would be
required to prove that Prozac doesn’t cause suicides.
Children and Adolescents
Depression affects 3% to 8% of children and adolescents.27
An estimated 20% of adolescents have had at least one episode of
major depression by age 18 years, and 65% report transient, less
severe depressive symptoms.28, 29 As many as 20% of adolescents
each year have suicide ideation and 5% to 8% attempt suicide at
some time during their teen years. Suicide is a leading cause of
death in adolescents.30
Depressive disorders in children and adolescents can be
chronic and recurrent. The average length of a major depressive
episode in youth aged 6 to 17 years is 7 to 9 months. Of those with
major depression, 50% to 60% of this age group have recurrence of
depression within 5 years.31
From 1987 to 1996, the rate of children taking major
psychiatric drugs increased from 2.5% to 6.2%.32, 33 Since 1996,
they have continued to increase dramatically. In 2003, 65% of all
children and adolescents taking behavioral medicines were on
antidepressants, including many combining SSRI drugs with pills
for attention deficit disorder.34
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According to the FDA, the evidence that SSRI medications
or any antidepressants other than Prozac benefit children is nonexistent. The package insert for Prozac references 315 children 8 –
18 years old in two randomized placebo-controlled 8 – 9 week trials.
A yet unpublished NIH-funded study of depressed adolescents also
claimed that Prozac reduced depression.35 However, this trial
reported five suicide attempts in adolescents receiving Prozac and
no psychotherapy versus only one in the three other groups that
attempted suicide.
The issue of side effects of antidepressant drugs in children
has escalated into a major controversy. Indeed, the U.S. Congress is
investigating whether SSRI drugs increase the rate of suicide
attempts and suicides in children and adults. According to studies
reviewed by British researchers, children taking paroxetine (Paxil)
were 1.5 to 3.2 times more likely to have suicidal thoughts or
episodes of self-harm compared with those taking a placebo. In an
official statement in June 2003, the British Ministry of Health
declared, "It has become clear that the benefits of paroxetine in
children for the treatment of depressive illness do not outweigh the
risks.”36
The FDA followed suit in June 2003 issuing an advisory
stating, “FDA is recommending that Paxil not be used in children
and adolescents for the treatment of major depressive disorder.
There is currently no evidence that Paxil is effective in children or
adolescents with major depressive disorder, and Paxil is not
currently approved for use in children and adolescents.”
Because the British raised the question of SSRIs increasing
the risk of suicide in depressed children, the U.S. FDA requested a
review of drug trials submitted to the FDA concerning depressed
children. Dr. Andrew Mosholder, the FDA’s researcher, reviewed
28 clinical trials, most of them unpublished and thus not open to
public inspection. These trials of eight antidepressant drugs included
4,100 children and showed 108 suicide-related events—74 on drugs
and 34 on placebo. Dr. Mosholder concluded that the drugs
increased the chance of suicide-related events.
Unfortunately, the FDA top administrators delayed the
release of Dr. Mosholder’s finding, citing the need for further study.
At an FDA advisory committee meeting on the issue in February
2004, FDA chiefs did not permit Dr. Mosholder to appear. When the
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Senate and House committees found out that Dr. Mosholder had
been kept silent by top FDA administrators, they requested that the
FDA turn over any of Mosholder's reports, e-mails, correspondence
or notes on pediatric or adolescent antidepressant trials.
A review of SSRIs in children and adolescents published in
the British Medical Journal summarized the situation as follows:
•

•

•
•

•

Investigators' conclusions on the efficacy of
newer antidepressants in childhood depression
have exaggerated their benefits
Improvement in control groups is strong;
additional benefit from drugs is of doubtful
clinical significance
Adverse effects have been downplayed
Antidepressant drugs cannot confidently be
recommended as a treatment option for childhood
depression
A more critical approach to ensuring the validity
of published data is needed

Fraud Alleged Regarding Paxil—The State of New York
Against GlaxoSmithKline
On June 2, 2004, Elliot Spitzer, New York State Attorney
General filed a suit against GlaxoSmithKline (Smith, Kline,
Beecham in the USA), makers of paroxetine (Paxil).37 Apparently, a
whistle-blower must have helped Spitzer with the case.
GlaxoSmithKline conducted three randomized trials comparing
Paxil with placebo in depressed children and adolescents. One trial
showed that the placebo was more effective than Paxil (study 701),
one showed no significant difference between Paxil and placebo
(study 377), and the third had mixed results (study 329). Some of
the allegations from the complaint filed in Supreme Court of the
State of New York are the following:
•

An internal document from 1998 concluded that,
in the light of the mixed efficacy outcomes from
study 329 and the entirely negative results of
study 377, GlaxoSmithKline's (GSK) "target"
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•

•
•

•

•
•

•
•

was "to effectively manage the dissemination of
these data in order to minimize any potential
commercial impact."
In the campaign to "manage the dissemination of
these data" the document recommended that GSK
prepare and cause the publication of a full article
on the only study with some favorable results,
study 329.
Two GSK employees did this.
Although it allowed the publication of study 329,
it concealed and suppressed studies 377 and 701
that failed to show that Paxil was more effective
than placebo for depression in children and
adolescents.
On a cover memo that transmitted the published
article concerning study 329 to "all GKS
representatives selling Paxil." Zackery Hawkins,
GSK Paxil Product Management stated "Paxil
demonstrates REMARKABLE Efficacy and
Safety in the treatment of adolescent
depression." (Type face as in the original)
The GSK Paxil sales force targeted psychiatrists
that treat only children and adolescents.
In 1999, at a meeting of GSK neuroscience
consultants, Dr. Karen Wagner was quoted in an
internal GSK newsletter as having said "We can
say that Paxil has both efficacy and safety data
for treating depression in adolescents."
Study 377 had been completed but not
mentioned.
A GSK Medical Information letter to physicians
did not say that data on all four clinical endpoints
in study 377 were negative. Instead, they said that
the results on one endpoint were numerically
superior with Paxil but not statistically
significant. The Medical Information letter did
not mention study 701 in which the placebo
outperformed Paxil.
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•

•

•

•

•

•

In a GSK Medical Information letter to
physicians mentioning the possibly suicidal
thinking (recorded in an adverse event category
called "serious emotional lability"), it related only
the data from study 329 and only reported the
Paxil data (6.5% with serious emotional lability
and not the placebo data—1.1%).
In 2002, as required by the FDA and drug
regulatory agencies of other countries, GSK
submitted the final reports on studies 329, 377,
and 701. On June 10, 2003 the UK's Medicines
and Health care Products Regulatory Agency
stated that its analysis of GSK's studies suggested
the potential for self-harm and suicidal behavior
in youngsters with depression was between 1.5
and 3.2 times greater for Paxil than for placebo.
The Irish Medical Board followed suit in
December 2003.
On June 19, 2003, the FDA issued a "talk paper"
that said the possible suicide risks of SSRIs in
children and adolescents were being investigated
and recommended that Paxil, which had no
demonstrated efficacy in those < 18 years old, not
be used in treating depression in children and
adolescents.
A Medical Information letter from GSK issued in
response to the FDA talk paper stated,
"GlaxoSmithKline stands firmly behind Paxil as a
safe and effective medication that continues to
help millions of patients suffering from mood and
anxiety disorders. We will continue to work with
the FDA on the safety evaluation."
In July 2003, after discussion with Health
Canada, the Canadian Regulatory Agency, GSK
called for Paxil not to be used in children and
adolescents in Canada.
On November 17, 2003, GSK submitted to the
European Agency for the Evaluation of Medicinal
Products (the drug regulatory agency in Europe)
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the statement, "it must be concluded that the
benefit-risk balance is in favor of not treating
children and adolescents [diagnosed with
depression] with paroxetine (Paxil)." GSK went
on to say, "in view of a safety signal concerning a
possible increase in suicidal behavior, particularly
in adolescents with depression, the use of
paroxetine in children and adolescents with
depression cannot be recommended."
GlaxoSmithKline settled the case and paid $2.5 million to
the State of New York.
FDA Warning
In March 2004, the FDA issued a warning about the suicide
risk with antidepressive drugs in children and adults.38 The warning
begins:
Health care providers should carefully monitor
patients receiving antidepressants for possible
worsening of depression or suicidality, especially at
the beginning of therapy or when the dose either
increases or decreases. Although FDA has not
concluded that these drugs cause worsening
depression or suicidality, health care providers should
be aware that worsening of symptoms could be due to
the underlying disease or might be a result of drug
therapy. Health care providers should carefully
evaluate patients in whom depression persistently
worsens, or emergent suicidality is severe, abrupt in
onset, or was not part of the presenting symptoms, to
determine what intervention, including discontinuing
or modifying the current drug therapy, is indicated.
This is doubletalk. The FDA carefully avoids saying that
SSRIs increase the risk of suicide and that they are responsible for
some suicides. In that case the FDA would be duty bound to
withdraw the drugs from the market. This warning will have no
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practical use to the patient or doctor and will greatly increase
malpractice risk. Any depressed person receiving an SSRI under a
physician’s care that attempts or commits suicide is now a lawsuit
waiting to happen. The grieving family’s attorney will use this
warning as evidence that the doctor was reckless and irresponsible
in continuing the SSRI once the patient became suicidal.
Finally, on September 13, 2004, Dr. Robert Temple, director
of the FDA's office of medical policy, reported that analyses of 15
clinical trials, some of which were hidden for years from the public
by the drug companies that sponsored them, showed a consistent
link with suicidal behavior. For every 100 children and teenagers
treated with antidepressants, 2 or 3 will become suicidal who
otherwise would not have had they been given placebos.39, 40
Considering that about one out of 20 American children and
adolescents is taking antidepressive medication, this is a tremendous
public health problem. There are still not enough suicide cases in the
FDA database to calculate, of the children and adolescents taking
antidepressive medication that do take their own lives, what
percentage did so because of the medication. This is likely to be a
significant number.
Unfortunately, the FDA only required a “black box” warning
on the medication package insert concerning antidepressant
medications for children and adolescents. It did not make them
contraindicated, as they should have done.
Cost Considerations
For depressed patients, most American physicians prescribe
SSRIs—(citalopram [Celexa], paroxetine [Paxil], fluoxetine [Prozac
and Sarafem], fluvoxamine [Luvox], sertraline [Zoloft], and
escitalopram [Lexapro]). Non-SSRI antidepressants include
venlafaxine (Effexor), bupropion (Wellbutrin), nefazodone
(Serzone) and mirtazapine (Remeron). Drug companies will gross
about $16 billion in 2007 for these medications.41, 42 If all 14 million
Americans with depression each year had “adequate treatment” as
defined by the National Institutes of Mental Health,6 the drug costs
would at least double.
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From the standpoint of evidenced based medicine, none of
the SSRIs or other antidepressant drugs should be approved by the
FDA or paid for by the government or insurance companies.
Alternative Depression Treatments
Herbs
St. John’s Wort (Hypericum perforatum) by itself and with
valerian (Valeriana officinalis), another herb, have been tested in
randomized trials against placebos and tricyclic antidepressant
medications and found to be safe and effective in some trials for the
treatment of depression. St. John’s Wort is statistically significantly
more effective in treating depression than placebo and the
combination of St. John’s Wort and valerian is significantly better
than tricyclic antidepressants.43 The FDA issued a public health
advisory that St. John’s Wort may affect the breakdown of
medications for heart conditions, depression, seizures, cancers, and
immunosuppression.44
A government-funded randomized trial of St. John’s Wort
versus the SSRI sertraline (Zoloft) and placebo showed a “full
response” in 31.9% of the placebo-treated patients versus 23.9% of
the St. John’s Wort-treated patients and 24.8% of sertraline-treated
patients. Basically, placebo pills were better, but not statistically
significantly better in that measurement, than either St. John’s Wort
or Zoloft. In the Journal of Alternative Medicine, a researcher
complained of a double standard between drugs and herbs in
determining effectiveness for depression.45
Because St. John’s Wort has been proven in other
randomized trials to be effective in treating depression and it is so
much less toxic and cheaper than tricyclic or SSRI drugs, it should
be considered instead of antidepressant drugs. Depressed people
should take it only if under the care of a physician or mental health
professional.
Exercise
Aerobic exercise has been shown in randomized controlled
trials to be effective in the treatment of depression,46-48 yet the
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psychiatric establishment does not consider it part of the standard of
care for depressed patients.
In 1999, I attended a “Yoga and Music Festival” in Havana,
Cuba sponsored by the International Black Yoga Teachers
Association and Global Exchange, a social justice advocacy
organization. In one workshop titled, “Yoga for Psychological
Disorders,” a Cuban physician, Doctora Valdez, from an alternative
medical clinic described her experiences treating depressed adults by
teaching them hatha yoga exercises and meditation. Several of her
patients came to the workshop and gave glowing testimonials about
the powerful antidepressant effects Doctora Valdez’ classes had on
them. Later I went to the alternative health clinic where Doctora
Valdez worked and attended one of her hatha yoga classes. More
patients gave testimonials about the wonderful transformations in
their lives that had lifted them from doom and despair to hope and
contentment.
Stress Management Interventions
About two years after my episode of depression related to
my medical oncology (cancer chemotherapy) fellowship, I
discovered a book titled, Richard Hittleman's 30 day Yoga
Meditation Plan.49 I began getting up at 4:30 am to do about 30
minutes of hatha yoga stretches followed by about 30 minutes of
meditation. I soon found that my anxiety level had decreased for
some unknown reason. I also found more enjoyment in my family
life, caring for cancer patients, eating, and exercising in the gym.
After finishing the “30 Day Plan” of Richard Hittelman, I
met a meditation teacher from India and subsequently followed
yogic practices. Now after 25 years, I continue to do hatha yoga and
meditation daily. Over this period of time, I have had many
stressors—the stillbirth of a child, my spinal degeneration requiring
vertebral fusion surgery (see Chapter 15), getting fired from LA
County – USC Medical Center, losing my medical license, a marital
breakup, losing a home and my life’s savings—however, the
depression has never returned. I consider these yogic practices very
powerful medicine.
After my spinal surgery, I learned about the work of Jon
Kabot-Zen, PhD in treating people with chronic pain at the
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University of Massachusetts.50, 51 Almost everyone with chronic
pain will develop some degree of depression. Dr. Kabot-Zen comes
from a Buddhist perspective and combines hatha yoga exercises,
progressive relaxation techniques, a support group, and meditation. I
took an eight-week course titled, “Mindfulness-Based Stress
Management” from Marty Briscoe, a marriage and family therapist,
and Robert Kalagian, MD, an anesthesiologist, who were both
trained by Dr. Kabot-Zen. Like many others who have experienced
this course all over the country, I found it very helpful for my back
pain as well as the associated psychological stress.
Communing With Nature
A college classmate and friend John Swanson, PhD is a
practicing psychologist who includes in his suggestions for
depressed patients that they take time to walk in the woods. He
believes that much of the anxiety and depression in his patients
comes from the stresses of city life—driving, listening to
advertisements and the news, working too many hours, eating on the
run, and buying too much stuff. Spending time in parks, wilderness
areas, and other natural settings can help people cope with anxiety
and depression.
John practices what he preaches. For nearly 20 years, he
leaves town on Father’s Day to go on a “vision quest” to a spot in
the Oregon wilderness. For a week he lives in a tent and eats what
he brings in his backpack. Except for evening meals with a fellow
vision quester, he maintains silence. He always experiences a
sensory reawakening and a psychological and spiritual boost. He
finds that his time in nature helps him cope with the stress of
listening to all the sad stories of his depressed and anxious clients.
John’s book, Communing with Nature, imaginatively
combines anecdotes from his clinical practice, insights from gestalt
psychologists and other successful therapists, sensory enhancing
exercises in nature, and his personal wilderness experiences.52 He
makes a strong case for regular time set aside to be in nature as a
prevention or treatment of depression.
Supported Employment
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More than half the 8 million Americans with a severe mental
illness receive some government financial support, costing at least
$40 billion per year on top of health care costs. About 5% to 10%
hold jobs. However, if they earn too much money, they could lose
government payments or health insurance. Perhaps a third or more
of the severely mentally ill could work alongside the general public
if working were encouraged rather than discouraged by government
rules.
While encouraging more of the mentally ill to find jobs
could save a considerable amount of money, a more important
reason for mentally ill people to work is that working is good for
mental health. Many can perform important jobs very well. In a
study published in the Archives of American Psychiatry, Dr. Judith
Cook, a professor of psychiatry at the University of Illinois at
Chicago, headed a team which followed 1,300 people with mental
illness in seven cities over two years. They found that up to 64% of
them worked and that there were no reports of anyone being violent
or disruptive at work.53
For financial and health reasons, a comprehensive health
care reform plan needs to include incentives to encourage the
mentally ill to work whenever possible (see Chapter 24).
Conclusion
Antidepression pills are very toxic and expensive placebos.
They get in the way of researching and practicing more effective and
less dangerous alternative treatments for this dread disease. U.S.
primary care physicians, psychiatrists, and psychologists need to
study herbs, aerobic exercise, yoga, stress management, more
innovative talk therapies, and communing with nature for treatment
of depression. Financial incentives and societal support for
depressed people (and others who are mentally ill) having
meaningful employment is also part of the solution.
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Chapter 13
Prostate Gland Tests and Treatments
At age 65 because of symptoms of obstruction of urinary
flow, my father had a transurethral resection of the prostate (an
instrument is inserted into the penis and passed to the prostate area
where obstructing tissue is cut away). A small area of the prostate
gland cuttings showed low-grade prostate cancer. As was the
standard of practice in the early 1980s, the urologist did not
recommend further treatment. My father required another
transurethral resection of the prostate about 10 years later. Again
cancer was detected and again no further treatment was
recommended.
He never had bone pain or other symptoms of metastatic
prostate cancer. At my suggestion, he reduced the animal products
and fat in is diet in his late 60s but did not become a vegetarian.
When my father’s prostate specific antigen (PSA) rose to 50
(a high level on this prostate cancer screening test), his urologist
prescribed Lupron injections, a hormonal treatment of prostate
cancer. The PSA level went down but my father felt worse because
of hot flashes and asked me about it. I suggested that he stop the
Lupron until he had symptoms of prostate cancer that required
treatment. After about one or two years, as Alzheimer’s Disease was
beginning to affect my father, his urologist did stop the Lupron
injections.
One day my father’s caregivers noticed that he had new
swelling in his feet. They brought him to the hospital and he was
admitted to a doctor that had never treated him before. Because of
his Alzheimer’s Disease, my father’s gave the doctor little
information. My father’s caregivers did not immediately contact me
and the physician did not call. By the time I found out what was
happening, the doctors had given my father many liters of
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intravenous fluid. They did not notice that he was not urinating. I
arrived at the hospital just in time to assist the urologist consultant in
inserting a catheter into my father’s bladder. My father had a
urethral stricture (blockage of the tube that carries urine from the
bladder to outside) that prevented him from urinating. The previous
transurethral prostate surgeries probably caused this problem.
In the 24 hours following the insertion of the bladder
catheter, my father produced over 18 liters of urine. However, it was
too late—the excessive amount of intravenous fluid when my father
could not void caused heart failure and severe electrolyte imbalance
(derangement of the body fluids and electrolytes—sodium,
potassium, etc.). He died due to this medical error. Until his death at
age 85, 20 years after the diagnosis of early prostate cancer, he never
had any symptoms of metastatic prostate cancer. He died with
prostate cancer not of prostate cancer.
A Recommendation for Prostate Cancer Surgery
An old college friend, Tom Underwood, called me several
years ago to ask my opinion about having a prostatectomy (surgical
removal of the prostate gland) because of cancer found on a biopsy.
He was 54-years-old and in otherwise good health. I asked why his
doctor had ordered the PSA test. Tom said his doctor ordered the
test on all his male patients over 50. I questioned him about how his
doctor presented to him the need for the test. Tom responded that the
test would help diagnose the test early enough to cure prostate
cancer. The PSA test result came back as 4.0—a very borderline
value. Tom indicated that his doctor had ordered the prostate biopsy
to be on the safe side.
The consultant urologist (surgeon specializing in diseases of
the genitals and urinary tract) took eight biopsy specimens from
eight areas of Tom’s prostate. One of the eight pieces of prostate
tissue contained a small area of cancer. Tom said that it was “low
grade” although he did not know the number on the prostate cancer
grading scale. The urologist recommended prostate cancer surgery
as soon as possible. Tom flew from California to Denver to get a
second opinion by a highly regarded urologist. The Denver urologist
wanted to do the surgery in Colorado.
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Tom wanted my opinion about what he should do. I told him
that I was no longer practicing clinical medicine, but I could inform
him about the scientific evidence concerning the tests and treatments
for prostate cancer. To do so, I presented him with the information
in this chapter.
Prostate Specific Antigen (PSA) Tests
There is no evidence that PSA screening will reduce prostate
cancer mortality.1 Despite evidence that PSA screening does not
save lives, the American Cancer Society (ACS) has the following
policy:
The ACS recommends that the PSA test and digital
rectal examination (DRE) should be offered annually
beginning at age 50 to men who have a life
expectancy of at least 10 years. Information should
be provided to all patients about the benefits and
limitations of testing. Specifically, prior to testing,
men should have an opportunity to learn about the
benefits and limitations of testing for early prostate
cancer detection and treatment so that they can make
an informed decision with the clinician's assistance.
Men who ask the clinician to make the testing
decision on their behalf should be tested. A policy of
not discussing testing, or discouraging testing in men
who request early prostate cancer detection tests, is
inappropriate.2
The American Academy of Family Practice recommends that
physicians should give patients, “Council regarding the known risks
and uncertain benefits of screening for prostate cancer.” Likewise,
according to the Veterans Administration Hospitals guidelines, “All
male veterans aged 50 years and older should receive annual
counseling regarding potential benefits and hazards of PSA testing.”
Medicare, Medicaid, Veterans insurance, and most insurance
companies cover the cost of PSA screening despite the
demonstration that it doesn’t reduce mortality. By law in 32 states,
insurers have to offer men free PSA tests.3 Due largely to the
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recommendations by medical establishment groups, 75% of men
over 50 years old have had PSA screening and 54% are up to date
with yearly screenings.4 Before widespread PSA screening for
prostate cancer the average incidence of new cases in the U.S. was
about 75,000 per year. Since 1987 when the PSA screening became
popular, the average has been over 160,000 per year.5
Even with the tremendous increase in prostate cancer
diagnoses due to PSA screening, many more cancers still go
undetected. An autopsy study of younger men who died due to
trauma in Detroit found small prostate cancers in 27% in men aged
30 to 39, and 34% in men aged 40 to 49.6 This translates into about
12 million more American men walking around with prostate
cancer. Should we just remove the prostate gland of all men at age
30?
In 1983 before PSA screening was in widespread use,
urinary tract surgeons (urologists) performed about 7,000 prostate
cancer surgeries per year in America and radiation therapists treated
approximately 18,000 prostate cancer patients. Massive PSA
screening began about 1987 and detected many early prostate
cancers. An increase in prostate cancer surgery and radiation therapy
peaked in 1992 at about 86,000 and 72,000 cases per year,
respectively. Since 1992 the rate of prostate surgeries and radiation
therapy declined to about 66,000 and 55,000 per year, respectively.
The death rate from prostate cancer increased by about 15% from
1983 to 1992 and then decreased about 15% subsequently,5, 7
suggesting that neither the prostate cancer surgery nor the PSA
screening did anything to increase survival. Table 1 shows that no
significant progress has been made in prostate cancer mortality in
the PSA screening and aggressive treatment era.
Screening adds over 85,000 additional prostate cancer
diagnoses without any more actual prostate cancer, greatly increases
the number of men with treatment-related impotence, incontinence,
and other complications, and is not proven to extend the lives of
those with prostate cancer.
The emphasis on informing men about the “benefits and
limitations of PSA screening” obscures scientific data that the test
does not save lives, which is the primary justification for PSA
screening. The American Cancer Society recommends the test;
screening costs medically insured men nothing; and the doctor can
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be sued for malpractice if he / she doesn’t offer it to men. This
obviously implies that the test has value. Instead, men should be told
that scientific studies show no survival benefit from PSA testing, but
if they want the test anyway, they can pay for it.
Table 1. Prostate Cancer
(estimates in thousands)
1983
Prostate cancer
75
cases diagnosed
Prostate cancer
7.5
surgeries
Prostate
20
radiation therapy
Prostate cancer
27.3
mortality
Prostate cancer
32
mortality per
100,000 men
Relative 5-year
67%
survival

Diagnosis and Treatment Review
1990
153

1992
232

1995
169

2005
232

51

86

59

?

51

77

49

?

33.4

34.2

34.5

30.4

39

39

39

31

99.8%

99.8%

93%

Prostate Cancer Surgery (Radical Prostatectomy)
If you have prostate cancer diagnosed on a biopsy, what is
the evidence that you will live longer with prostate surgery (radical
prostatectomy)? A trial in Scandinavia randomized 695 prostate
cancer patients to receive surgery (347 men) or watchful waiting
(348 men). After six years, there was no significant difference
between the groups in survival of the men.8 After 8.2 years on
average, 83 men in the surgery group and 106 men in the watchfulwaiting group died (P = 0.04). In 30 men assigned to surgery and 50
men assigned to watchful waiting, death was due to prostate cancer.9
This provides evidence that prostate surgery, with all its
complications and costs, does improve survival, saving the life of
one out of 15 men undergoing surgery.
Age at diagnosis is an important consideration. Patients in
this Scandinavian trial had an average age of about 65 years old, so
this result does not necessarily apply to the majority of men with
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prostate cancer who are over 70 years old at the time of diagnosis.
Untreated prostate cancer causes relatively few deaths in the first 15
years after diagnosis (1.5% chance of cancer death / year). After 15
years from diagnosis, the chance of untreated prostate cancer
causing death increases to 4.4% per year.10
What are the complications of prostate surgery? From 180 –
600 U.S. men die of immediate complications of prostate cancer
surgery each year. The surgery makes 13,000 – 46,000 men
impotent per year and 10,000 – 33,000 men incontinent. The
complications of radiation therapy include impotence (11,000 per
year), incontinence (3,000 – 6,000 per year), persistent diarrhea
(10,000 per year), and rectal bleeding (10,000 per year).1
Given the uncertainty of benefit from surgery or radiation
and the high risk of serious complications, exploring the possibility
that less invasive treatments besides surgery or radiation may also
improve survival is quite reasonable.
An Evidence-based Alternative to Prostate Surgery or Radiation
Treatment
In June 1978. Dr. Anthony Sattilaro, a 48-year-old physician
and chief executive officer of Philadelphia's Methodist Hospital, had
a biopsy of a rib showing metastatic prostate cancer. A bone scan
showed metastases from his skull to his legs. He had suffered with
chronic back pain for years not suspecting that it was due to cancer.
He underwent the surgical removal of his testicles and took estrogen
pills as palliative treatments for the cancer. With these standard
treatments at this advanced stage of disease, men live 18 months on
average and rarely more than three years.
Driving back to Philadelphia after the burial of his father,
who died of cancer, Sattilaro uncharacteristically picked up two
young hitchhikers. He mentioned to them about his recent prostate
cancer with a terminal prognosis. To his surprise, they told him that
a macrobiotic diet (brown rice, whole grains, beans, fresh
vegetables, fish and seaweed) can cure prostate cancer. Although
very skeptical, he felt that he had nothing to lose and adopted the
macrobiotic diet and the associated positive, spiritual approach to
life.
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Within a few weeks, the long-standing back pain resolved
and the repeat bone scan was normal. Four years after his bout with
prostate cancer, he published Recalled to Life, which was written
with Tom Monte.11 He died of prostate cancer 13 years after the
diagnosis.
This is an anecdote and does not prove that a macrobiotic
diet or any diet prolongs life in men with prostate cancer. We know
that diet affects the amount of androgens (male hormones) in the
blood of men. Men eating macrobiotic and other vegan diets have
much less androgen production than men with predominantly
animal-based diets. We also know that androgens stimulate prostate
cancer cells to grow. This anecdote raises a compelling question—
can changing to a vegan diet improve survival chances in men with
prostate cancer?
The first randomized trial of 63 men with early prostate
cancer comparing standard treatment with surgery or radiation with
(1) vegan diet (no meat, dairy or eggs), (2) aerobic exercise, (3)
hatha yoga, (4) a support group, and (5) meditation (the Dr. Dean
Ornish Program) reported no deaths in either group at four years.12
As a side effect of this lifestyle change approach, these men will
very likely have less risk of heart disease, the condition that kills
about five out of six men with prostate cancer (Chapter 9).
Dr. Ornish and colleagues also evaluated changes in diet and
lifestyle in a randomized trial of 93 early stage prostate cancer
patients who had decided not to have radiation or surgery. At the
end of one year, none of the lifestyle change group patients
compared with 6 watchful waiting alone patients underwent surgery
or radiation treatment due to an increase in PSA and / or progression
of disease on magnetic resonance imaging. On average, PSA
decreased 4% in the lifestyle change group but increased 6% in the
watchful waiting alone group (P = 0.016). Serum from the men in
the lifestyle change group inhibited prostate cancer cells cultured in
test tubes about 8 times as well as serum from the watchful waiting
alone group (P < 0.001). Further follow-up will determine how
much intensive lifestyle changes will affect the progression of early,
low grade prostate cancer in men.13
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Cost Considerations
To determine the costs of prostate cancer screening with
digital (finger) rectal examination and PSA, we must consider that
2% to 4% of men will have positive screening tests and 70% to 80%
of those men will not have cancer on prostate biopsy. Most of the
230,000 men diagnosed with prostate cancer in 2007 will go on to
receive surgery or radiation therapy.
The cost of PSA screening for about 18 million men in 2007
will cost approximately $3.4 billion.4, 14-16 Radical prostate cancer
surgery and radiation therapy will cost about $3.4 billion and $2.4
billion, respectively.17, 18
A Drug to Prevent Prostate Cancer
The National Institutes of Health funded a 10-year prostate
cancer prevention trial, testing if finasteride (Proscar), an antagonist
to male hormones could reduce the incidence of prostate cancer in
men > 55 years old. The safety committee of the trial thought that
the results were so favorable to the drug finasteride, that it stopped
the trial after seven years when drug-treated patients had 25% fewer
cases of prostate cancer diagnosed (803 of the 4,368 men in the
finasteride group [18.4%] versus 1,147 of the 4,692 men in the
placebo group [22.2%]). The New England Journal of Medicine
rushed the results onto its Web site weeks ahead of the scheduled
publication date, so hundreds of millions of men worldwide could
learn the results as soon as possible. Dr. Peter Greenwald, NCI's
cancer prevention chief, who participated in the study himself and so
far is cancer-free, said, “This trial proves prostate cancer, at least in
part, is preventable. It's a huge step forward.”19
But is it?
Since the cancers discovered in men taking finasteride were
significantly more high-grade on pathologic examination, this trial
does not prove that this drug prevents prostate cancer deaths. Also,
while the surrogate endpoint of prostate cancers diagnosed looks
statistically impressive, the clinical endpoint showed no reduction in
mortality (five men died of prostate cancer in each group).20 Side
effects of this preventive treatment included “reduced volume of
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ejaculate, loss of libido, impotence, and breast swelling
(gynecomastia).”
Even with discount online pharmaceutical pricing of
finasteride ($74 per month) for 30 million men in America over age
55, it would cost about $27 billion to prevent an unknown number of
deaths (perhaps none) of prostate cancer. The cost of this one drug
for this one indication would come close to equaling the entire cost
to the government of the new Medicare prescription drug benefit.
Tom Underwood’s Decision
Four years ago, my friend Tom decided not to have the
prostate cancer surgery or radiation therapy, at least not at that time.
He was particularly concerned about the possibility of becoming
impotent or incontinent of urine. And he wasn’t certain that the
surgery would help him live longer or better. He remains concerned
about having a diagnosis of prostate cancer but still prefers not to
have a medical intervention.
Over several years a number of men have asked for my
opinion about having prostate gland biopsies because of findings of
elevated PSA tests. If the biopsies show cancer, they ask me about
surgery, radiation therapy and other options. Generally, the men are
in their 50’s and 60’s. Most end up having surgery. Several have had
serious complications. As far as I know, none of them have had
recurrent prostate cancer. However, it may take prostate cancer
many years to spread and cause death. About six out of seven men
with early prostate cancer are like my father and live a long time and
then die of something else.
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Chapter 14
Screening Mammograms—
Malpractice Threat
When practicing medicine in clinics associated with the LA
County + USC Medical Center, I always taught my residents and
students to order screening mammograms in accordance with the
recommendations of the American Cancer Society. It was not
because I believed that those guidelines were scientifically valid. I
feared that a woman would sue me for failure to diagnose early
breast cancer.
Is there proof that having screening mammograms reduces
the risk of dying of breast cancer? No. Several of the randomized
trials are flawed, and the interpretation is biased due to the influence
of money.
What evidence has been cited to support the use of screening
mammograms?
Health Insurance Plan of New York Trial
A randomized trial involving the Health Insurance Plan of
New York in the 1960s compared two groups of about 15,000
women aged 40 to 60. One group received instruction in breast selfexamination, a yearly breast examinations by a physician, and yearly
mammogram tests. The other group had no screening at all. The
screened group had about 35% fewer deaths from breast cancer in
women over 50-years-old. Since the results of that trial were
reported, government and private groups representing establishment
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medicine have recommended yearly or every two year
mammograms to women over 40 years old.1
Unfortunately, the design of the Health Insurance Plan trial
was flawed. If you want to see if mammograms reduce breast cancer
deaths, you have to have one group undergo mammograms and the
other not receive them, keeping everything else the same. In the
Health Insurance Plan trial, the instruction in breast self examination
and the yearly clinician exam were probably responsible for the
reduction in breast cancer mortality.
Canadian National Breast Screening Study
In 1992, Canadian researchers published a scientifically solid
randomized trial called the Canadian National Breast Screening
Study. All women in the trial were instructed in breast selfexamination and all women had yearly breast examinations by a
trained clinician. Half of the women also had yearly mammograms.
Of 50,430 women age 40 – 49 years divided equally into screening
without mammograms and screening including mammograms, 105
of those receiving mammograms died of breast cancer and 108 who
did not have mammograms died of breast cancer (not statistically
significantly different).2 In 39,405 women 50 – 60 years old divided
into approximately two equal groups, 107 died who received
mammograms and 105 of those who had no screening mammograms
(not statistically significantly different).3
When I read the preliminary results of that study in 1992, I
completely lost my faith in the value of screening mammography.
Despite my own beliefs, however, I continued to counsel women to
have mammograms and to teach residents to do the same. If I had
adopted a policy of advising against having mammograms, I could
have been successfully sued by any of my patients who
subsequently developed incurable breast cancer. Failure to diagnose
breast cancer results in some of the largest malpractice awards in
medical jurisprudence.
Debate Over the Guidelines
In 1996, a panel of experts convened by the National
Institutes of Health declared that there was no evidence that
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screening mammograms prevented cancer deaths in women under
50.4 Despite this thorough analysis following the principles of
evidence-based medicine, the U.S. Preventive Services Task Force,
a government-financed group that issues screening guidelines,
concluded that there is “insufficient evidence to recommend for or
against routine mammography in 40 – 49 year olds.” The American
Cancer Society and various physicians' organizations continued to
recommend mammograms for women beginning at age 40. Why
was this so? Money and politics overruled science. Indeed, special
interests groups have succeeded in mobilizing political pressure on
50 state legislatures to pass laws mandating private insurance
companies to cover the cost of screening mammography.5
In the fall of 2001, a Cochrane Collaboration review (metaanalysis) of the seven largest randomized trials of screening
mammography published in the Lancet, one of the top medical
journals, concluded that it does not prevent deaths from breast
cancer at any age.6, 7 This review found that only two of the seven
trials—the Italian and Canadian trials—had proper methodology and
the others were flawed.
Again policies of establishment medicine did not change. In
response to the Cochrane review, the U.S. Agency of Health care
Research and Quality commissioned another review. A passage
from this review illustrates the politicizing of the interpretation of
the mammography trials.
Our review was begun early in 2000. A first draft was
presented to the U.S. Preventive Services Task Force
(USPSTF) in December 2000. Throughout 2001, the
manuscript underwent extensive critical review by a
broad range of experts. Subsequent versions were
reviewed by the USPSTF in September 2001 and in
January 2002.8
In the end, the government commissioned review included
the flawed studies excluded by the Cochrane review and concluded
that mammography reduces death from breast cancer. The screening
mammography issue has become more of an emotional and political
debate with big financial repercussions rather than a scientific
question to resolve with evidence-based medicine.
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Ductal Carcinoma in Situ (DCIS)
About 15% of the cancer diagnoses in women diagnosed by
mammograms are termed “ductal carcinoma in situ (DCIS).” The
evidence suggests that this condition will not progress and lead to
death. Since 1983 when screening mammography became
widespread, about 16,000 DCIS cases per year have been diagnosed
and treated with mastectomies (breast amputation) or lumpectomy
(removing only the cancer) followed by radiation therapy.9 This
represents a major unnecessary treatment prompted by an non
evidence-based test.
Autopsy Evidence
Among seven autopsy series of women not known to have
had breast cancer during life, about 1.3% had invasive breast cancer
and 8.9% had DCIS.10 This means that in the U.S. about 200,000
women die per year with undiagnosed and non-symptomatic DCIS.
Millions of American women have DCIS at this very moment. The
better breast imaging technology becomes and the more women that
have mammograms or other imaging procedures the more of these
non-progressive cancers will be found and removed surgically. In a
survey of women’s attitudes and knowledge about the risks of
mammography, only 6% of women were aware that mammography
might detect a non-progressive or clinically benign breast cancer.11
Radiation Induced Breast Cancer
Breast cancer death rate in the U.S. between 1950 and 2004
decreased by 0.3% (26.7 per 100,000 in 1950 and 26.4 per 100,000
women in 2004). If mammography accounted for all of this tiny
reduction in mortality (which no one claims), it would amount to
120 deaths per year.12 However, breast radiation itself can cause
breast cancer. Using risk estimates provided by the Biological
Effects of Ionizing Radiation report of the National Academy of
Sciences, Feig and Hendrick estimated that annual mammography of
100,000 women for 10 years beginning at 40 years of age would
induce up to eight deaths from breast cancer.12 For about 30 million
214

American women having mammograms in 2007, this translates into
up to 240 breast cancer deaths caused by mammograms.
“Shanghaied” by Misinterpreted Trial Results
A randomized trial from Shanghai, China studying breast
self examination versus no breast self examination found almost
equal numbers of breast cancer deaths in both groups. The article
concluded,
Intensive instruction in breast self examination did
not reduce mortality from breast cancer. Programs to
encourage breast self examination in the absence of
mammography would be unlikely to reduce mortality
from breast cancer. Women who choose to practice
breast self examination should be informed that its
efficacy is unproven and that it may increase their
chances of having a benign breast biopsy.13
How should we interpret these findings? Since we want to
adhere to evidence-based medicine, should we stop recommending
breast self examination here in the U.S. since this apparently
scientific trial in China showed that it didn’t work?
No.
Selecting the appropriate population in which to test an
intervention is crucial to scientifically accurate conclusions that
improve public health. The results in this population in China—
where the breast cancer mortality is about one-sixth of that in the
United States—do not apply to U.S. women. The value of a
screening test depends on the frequency of the disease for which you
are screening. The higher frequency of breast cancer in the U.S.
makes breast self examination much more likely to save lives.
Cost Considerations
Insurers and patients will spend an estimated $3.1 billion for
roughly 30 million mammograms in 2007.14 That does not include
the cost of false positive tests. After 10 mammograms about half of
women will have at least one false positive result.15 Approximately,
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95% of abnormalities on mammogram tests are false positives.16
The cost of America’s 400,000 negative breast biopsies in 2007 at
$2,500 each will be about $1 billion.17, 18 For every $100 spent on
screening, $33 more is spent on the evaluation of false-positive
results.15 The unnecessary anxiety on the part of the women cannot
be calculated in the cost.
Conclusion
Emotions, politics, and special interest money have
triumphed over science in the debate over the value of screening
mammograms.
Radiologists,
mammography
machine
manufacturers, and other special interests have taken advantage of
the widespread lack of understanding of evidence-based medicine.
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Chapter 15
Knee and Back Pain Treatments—
Pain Disappears, But Why?
Fiber-optic technology has been used in many areas of
medicine in recent years. High-tech specialist physicians can snake
periscope-like tubular instruments with video monitors into almost
any orifice in the body. Orthopedic surgeons employ “arthroscopes”
(joint viewers) to diagnose and treat injuries to knees, shoulders and
other joints.
Until recently, evidence-based medicine had never been
applied to arthroscopic surgery of the knee or any other joint.
Arthroscopic Surgery for Arthritic Knees
A randomized trial in 180 patients with painful arthritis of
the knee compared arthroscopic surgery with placebo surgery (a skin
incision but no insertion of the arthroscope). The amount of pain and
the degree of knee function in the patients receiving arthroscopy
were the same as those getting placebo surgery.1
Result—arthroscopy did not work for arthritic knees!
In these patients, adverse effects due to arthroscopic surgery
include, excessive bleeding into the knee, infection, clots in the leg
and / or lungs, anesthetic complications, instrument failure, reflex
sympathetic dystrophy (muscle contraction and pain due to nerve
damage), ligament injury, fractures and neurologic injuries. The
overall complication rate is 1.7% – 4.1% or 11,000 – 26,000 per
year.2, 3
Since June 2004, arthroscopy treatment for osteoarthritic
knees has not been covered by Medicare or Medicaid.4 Despite this
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finding and the withdrawal of government and private insurance
funding for many arthroscopies for knee arthritis, this procedure
continues to be recommended in some arthritic knee cases.5, 6
Hopefully, in 2007 they will no longer pay for arthroscopies for
degenerative arthritis.
Arthroscopic Surgery for Meniscus Tears of the Knee
The efficacy of arthroscopic surgery for tears of the
protective padding or cushion over the bone (meniscus tears) of the
knees and other knee diseases has not been tested by an evidencebased medicine analysis. However, most people with meniscus tears
improve greatly after arthroscopic surgery. Even so, there are two
reasons why it still may not work. First, meniscus tears occur
commonly and most resolve spontaneously within a year.
For example, doing hatha yoga stretches, I tore my left knee
meniscus some years ago. Over the course of a day, the knee
doubled in size, became exquisitely painful to move, and warm to
the touch. I used crutches initially and then a cane for two weeks.
Gradually, over about a year, the knee got better without any
medical intervention.
A second possibility to explain why most people get better
after arthroscopic knee surgery is that the operative procedure
causes much inflammation in the knee joint. How can that help?
White blood cells go to injured areas of the body and create an
inflammation. These same white blood cells also strengthen and
fortify the soft tissue ligaments and tendons around the joints that
support the movements of the bones. The job of the white blood
cells is not only to fight infection but also to heal and strengthen
damaged tissue. In other words arthroscopic surgery may work for
meniscus tears not by trimming the ragged edges of the meniscus
but by creating an inflammation, stimulating the body’s own
mechanism for healing.
Is there a safer and cheaper way of creating an inflammation
that will heal injuries and take away pain?
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Injections for Knee Pain
In 1997, the FDA approved injecting knees with hyaluronic
acid to treat chronic knee pain. Hyaluronic acid is a thick fluid that
the body manufactures in the joints and that can be extracted from a
rooster's comb. Randomized trials provide good evidence of
effectiveness.7 Hyaluronate injections were first used in the 1970's
to treat post-traumatic arthritis in race horses. They have shown
promise for lubricating the knee joint and soothing pain. (The
hyaluronic injections are also used to reduce wrinkles on the face).
Another new practice, injecting a common antibiotic not yet
approved for use in the knee, may not only reduce pain but may halt
cartilage loss in osteoarthritis. In a study of 431 women, ages 45 to
64, all of whom had osteoarthritis in one knee at the start of the trial,
half the participants were injected twice a day with doxycycline, a
prescription medicine used to treat infections. When injected into
joint spaces or into soft tissues, doxycycline causes inflammation.
At the end of the 30-month trial, X-rays showed a significant
slowing of cartilage loss in the women who received doxycycline.8
Back Pain Tests and Treatments
Some people with severe back pain have tumors or infections
that can be diagnosed and treated appropriately with a skilled
clinical examination and regular X-rays. This accounts for less than
1% of people seeking medical attention for back pain.
More than 70% of adults suffer back pain at some time in
their lives and about one-third have had it in the past 30 days. In
85% of cases, it is impossible for physicians to determine why a
person's back hurts and most of the time, the pain goes away with or
without medical treatment. The number of people with back pain
isn't increasing, but the cost per person treated is 30% more than in
1977, after adjusting for inflation.9 Frequently, determining whether
a back injury occurred at work or away from work is difficult. When
employees file workers’ compensation claims for work-related back
injury, the medical costs and time of disability tends to be much
longer (see Chapter 21 – “Workers’ Compensation System
Unraveling”).
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An exercise program is important to long-term rehabilitation
from a back injury. A meta-analysis of 16 randomized trials
comparing low back pain treatment with and without exercise
showed that exercise had a positive effect in all 16 trials.10 Many
exercises programs are available through physical therapists,
chiropractors, and others. A randomized trial of patients with acute
low back pain compared joint manipulation (chiropractic),
myofascial treatment (massage), a combination of chiropractic and
massage, and “back school” (instruction on back care and
therapeutic exercises). Most patients in all four groups did very well
with no significant differences among the groups.11 Another
randomized trial of low back pain sufferers compared chiropractic
treatment alone and medical treatment with and without physical
therapy. Physical therapy gave slightly better improvement than
medical treatment alone and was equal to chiropractic treatment.12 In
a meta-analysis of 39 randomized trials of patients with acute lowback pain, spinal manipulative therapy, general practitioner care,
analgesics, physical therapy, exercises, and back school all gave
statistically similar results and were all better than “sham therapy”
(no effective treatment).10
In patients with chronic low back pain, a randomized
comparison of standard therapeutic exercises by physical therapists
and hatha yoga exercises showed that the yoga exercises resulted in
less pain, less pain medication usage, and better joint function.13 The
authors cautioned, "It is important to note that some styles, such as
Bikram and vinyasa, may be too vigorous for patients with back
pain who are unfamiliar with yoga whereas other styles (for
example, Iyengar) may need modification from normal practice to
be appropriate for patients with back pain."14
Beyond exercise therapies, the evidence of effectiveness of
medical tests and treatments are difficult to find.
In a randomized trial of 380 back pain patients, half received
magnetic resonance imagining (MRIs) and half had ordinary X-rays.
About half the MRI patients had disc abnormalities, and those
patients, as a group, received more doctor visits, physical therapy,
acupuncture, and chiropractic manipulations. Back surgery was
ordered in 10 MRI patients and only four who had regular X-rays.
Within a few months, a similar number in each group were feeling
better and were back at work.15
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The advantage of MRIs over regular X-rays in the evaluation
of back pain is that X-rays can reveal tumors or fractures but not
abnormal discs, which can be seen with MRIs. However, many
adults with no back pain also have disc abnormalities. In a study of
people with no back pain, disc abnormalities seen on MRI were not
statistically significantly associated with the development of low
back pain episodes in the following four years (P = 0.09). However,
psychological factors at the start of the study strongly predicted
future back pain (P = 0.01), medication usage (P = 0.002), and work
loss (P = 0.01) over the 4-year study.16
Unless there are clear clinical signs of a tumor or infection or
neurological problems in the legs, plain X-rays, CT scans, and MRIs
are not recommended by the National Committee for Quality
Assurance and others.17 However, physicians often yield to the
demands of back pain sufferers, and without clearly effective
treatments at their disposal, order MRIs anyway.
Rates of performing back surgery to treat pain vary in
different regions of the country by a factor of four fold, with no
evidence of better outcomes with more surgery.18 This strongly
suggests that at least 75% of the time, back surgery for common disc
abnormalities fails to hasten recovery. A randomized trial is
underway to determine if back surgery (laminectomy with or
without vertebral fusion) is effective for any group of common back
pain sufferers. Surgeons participating in the trial are reportedly
worried that a negative result (i.e., no improved outcome with
surgery) may harm their practices.9
The Prolotherapy Alternative
Practitioners of one area of alternative medicine purposefully
create inflammation in and around joints in order to strengthen
tendons and ligaments and reduce pain. This technique has several
names—reconstructive joint therapy, sclerotherapy, prolo, and
prolotherapy.
I learned about prolotherapy first hand, by being a patient.
For about four years, I had been seeing surgeons and physical
medicine specialists about chronic pain in my hip and low back.
Nothing worked and I took a medical leave of absence from work
because of the problem. On the advice of a friend, I had a series of
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injections of inflammatory chemicals into the area of my low back.
Quickly, the pain decreased, and I stopped using crutches in five
days. Within a month I returned to work.
Later, I still had to undergo a back fusion operation because
the degenerative arthritis and instability in my spine caused the
lateral nerves at one level to be severely pinched. This was no longer
a soft tissue problem involving lax and weak ligaments and tendons.
The surgery relieved the pressure from bone compressing two
nerves in my lower back, but I still had further prolotherapy after the
operation to strengthen the soft tissues in the low back area. Now 10
years after the surgery and prolotherapy, I continue lots of walking,
running, biking, gardening, and hatha yoga and occasional tennis
and basketball. Except for some morning stiffness, my back is
nearly as good as new. If my back pain was caused by a herniated,
ruptured, or bulging intervertebral disc rather than the nerve
compression, I would not have had the surgery.
One of my running partners complained of chronic low back
pain at night so severe that he had to go to the living room and sleep
in a chair every night for over a year. About two years ago, I took
him to a prolotherapist for injections of hypertonic dextrose
(concentrated sugar water). After that one treatment taking about 15
minutes, he has not had back pain again.
But these stories of symptomatic benefit with prolotherapy
are only anecdotes. Is there scientific evidence that prolotherapy
works? Well designed randomized trials of prolotherapy (injecting
an inflammation-causing substance in the painful area) versus
placebo for back, knee, and finger arthritis pain has shown that it
works!19-21 The beneficial effect of doxycycline mentioned above
may be due to the creation of inflammation in the knee joint (i.e.,
working like prolotherapy) rather than due to its antibiotic
properties.
Bode Miller, a two-time Olympic medalist, and Erik
Schlopy, the U.S. Olympic team's oldest skier, credited prolotherapy
by Dr. Milne Ongley in Ensenada, Mexico with helping them
rebound from knee injuries.22 In the early 1990s, the California
Medical Board banned Dr. Ongley, who has a medical degree from
Ireland, from practicing in the U.S.. Men's Alpine Coach Phil
McNichol and some ski team officials were concerned about the
prolotherapy treatments because of the U.S. ban on Dr. Ongley and
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because the treatments are unregulated. Dr. Ongley was the lead
author of a randomized trial of prolotherapy versus saline solution
for the treatment of low back pain published in the prestigious
medical journal The Lancet.19
After my experience as a prolotherapy patient, I learned of a
prolotherapy course for physicians in La Cieba and Tela, Honduras
sponsored by the Hackett Foundation. I signed up and studied with
seven other physician trainees and six prolotherapy practitioners,
learning to treat patients with chronic musculoskeletal pain. The
Hackett foundation had been conducting the prolotherapy training
workshops for over 20 years in Honduras, so the local people knew
of the treatment by word of mouth or personal experience. Radio
advertisements recruited more patients for the free treatment. In the
two-week course under the supervision of experienced
prolotherapists, I treated about 60 patients with high concentration
dextrose for chronic pain in the low back, neck, shoulders, hips,
knees, fingers, elbows, and jaws. They were extremely grateful.
Inexplicably, the orthodox medical establishment does not
accept the evidence supporting the efficacy and safety of
prolotherapy. Consequently, government insurance or private
insurers pay for arthroscopy but do not reimburse for prolotherapy
because it is “alternative.”
Cost Considerations
Ironically, arthroscopy costs about $5,500,23-25 whereas
prolotherapy costs vary between $75 – $400 per treatment. Of the
650,000 knee arthroscopies, orthopedic surgeons performed in 2002,
225,000 – 300,000 were for degenerative (wear-and-tear) arthritis,
costing $1.2 billion – $1.7 billion to Medicare, the Veterans
Administration, and private insurers.23, 26 Even if no arthroscopies
are done for arthritis in 2007 in the U.S., the remaining $1.9 billion
– $ 2.4 billion worth of arthroscopies that will be done for meniscus
tears unproven to be more effective than prolotherapy.23, 25
The medical diagnosis and treatment of back pain in the U.S.
will cost about $58 billion in 2007.24, 25 These expenses include
$24.6 billion for office visits; $10 billion for hospitalization; $8.8
billion for prescription drugs; $10.4 billion for outpatient services;
and $2.4 billion for emergency room care.24, 25, 27 Virtually nothing
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is paid from medical insurance for hatha yoga exercises. Most
outpatient costs are for physicians’ services and MRIs.28 Most
hospitalization costs are for surgery. Since prolotherapy is proven in
a randomized trial to be effective for back pain19 and standard
medical treatment other than therapeutic exercises and hatha yoga
are not proven to be better than “tincture of time,” at least $44
billion in tests and treatments for back pain are wasted.
Conclusion
Arthroscopy has been proven not to work in knee arthritis
and not proven to work better than prolotherapy in non-arthritic
chronic pain of the knees (e.g., meniscus tears) and other joints.
Prolotherapy for common low back pain has been shown safe and
effective in a randomized trial. Other back pain treatments,
including surgery, chiropractic, and physical therapy, are not proven
more effective that therapeutic exercises alone. Hatha yoga exercises
reduce pain and increase function more than standard therapeutic
exercises for low back pain.
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Chapter 16
Chemotherapy for
Non-responsive Cancers—
Denying Reality
Shortly after President Nixon signed the “Cancer Act” in
1972, I decided to become a medical oncologist (cancer medicine
specialist or chemotherapist). This legislation proposed to cure
cancer by generously funding research and treatment. I was a third
year medical student at the University of California, San Diego,
looking for a worthwhile area of medicine to make my contribution.
I felt that many of my cancer patients were neglected. The hospital
had cancer surgeons and radiation therapists but no cancer medicine
department. Indeed, only three medical oncologists practiced in all
of San Diego County. I intended to get medical oncology training
elsewhere and return to San Diego to be the fourth medical
oncologist in the County.
After internship and residency in internal medicine at the
University of Pittsburgh Hospitals, I took a fellowship in medical
oncology at the Cancer Control Agency of British Columbia in
Vancouver, BC. Since about 1970 when Canada adopted a National
Health insurance system, the government has funded cancer care and
all other medical services. Virtually all of British Columbia’s
citizens with cancer went to the Cancer Control Agency for
treatment. Four medical oncologists served as cancer chemotherapy
consultants for the province of 2.5 million people. I joined two other
medical oncology fellows in training.
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We had clinics only for the types of cancer for which
chemotherapy unquestionably worked—i.e., cured people or
regularly caused meaningful, life-prolonging remissions. We
medical oncologists cared for patients with lymphomas, leukemias,
sarcomas, and cancers of the bone marrow (multiple myeloma),
breast, ovary, testis, and small cell lung cancer. The radiation
therapists (cancer treatment specialists that use radiation to kill
cancer cells) served as the consultants for patients with lung cancer,
gastrointestinal malignancies (cancers of the stomach, pancreas,
colon, liver, gallbladder, etc.), and cancers of the kidneys, brain,
prostate, and skin.
About 80% – 90% of my patients had significant remissions
due to the chemotherapy that I administered. A few may have been
cured of metastatic (spread to distant sites in the body) cancer. The
work was difficult but very satisfying.
I returned to San Diego in 1977 for another fellowship,
combining further medical oncology training with hematology
(specializing in blood diseases). Everything had changed in cancer
treatment in the five short years that I had been away from San
Diego. For 2.5 million people in the area, about 50 medical
oncologists now practiced in San Diego County either in academic
medicine or in private practice. This compares with four medical
oncologists in British Columbia, which had about the same
population.
As in many other parts of the U.S., the medical oncologists
were now treating nearly every cancer patient with wide-spread
(metastatic) disease with chemotherapy. The attending medical
oncologists instructed me to do the same. Most of the patients that I
treated with chemotherapy had unresponsive tumors (non-small cell
lung, gastrointestinal, brain, prostate, kidney, etc.), where there was
no evidence that chemotherapy prolonged survival or quality of life.
Almost all of them did not live longer because of it, and the
chemotherapy side effects made many people miserable. It was the
most difficult time that I have ever had in medicine.
The contrasting experiences that I had in British Columbia
and San Diego during my training made me the most conservative
medical oncologist in the county in my first job. I became an
Assistant Professor in medical oncology at the Harbor-UCLA
Medical Center in Los Angeles. I would not recommend
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chemotherapy if I did not think that the benefits outweighed the
risks. I was so out of step with the other practicing medical
oncologists that it became clear that I could not make a living with
such a conservative treatment philosophy.
Whereas Canadian medical oncologists are employed by the
government and paid a salary, in the U.S. an excess of
chemotherapists compete with each other for cancer patients.
Medical oncologists are paid almost nothing for talking with patients
and their families. Their incomes depend entirely on the number of
chemotherapy treatments that they order and how much they charge
for each treatment. Unlike other specialists, the government allows
them to also profit by selling chemotherapy drugs to their patients.
While trying to adapt to the radically different cancer
treatment philosophy in the U.S., I became interested in hospice care
and pain and symptom management of terminally ill cancer patients.
Although very difficult work, I found it much more rewarding than
U.S.-style overly-aggressive use of chemotherapy. I felt privileged
to be able to help people cope with the process of dying.
I am grateful for the time I spent in training and practicing
medical oncology. It prepared me to be a better hospice doctor, and
it helped me to be able to critically analyze claims about the
effectiveness of cancer treatment based on clinical research trials. I
can now better spot the numerous potential biases in chemotherapy
trials. For instance, while about 60% of all newly diagnosed cancers
are in people over 65, they make up only 36% of patients in drug
studies.1 Many chemotherapy drug trials do not accept patients over
age 70. This bias is troubling because younger patients tend to
respond and tolerate side effects better than older patients. Older
patients that do volunteer for drug trials may be healthier than older
patients that do not volunteer or who are not recommended for
research studies by their oncologists.
Evidence-basis for Cancer Chemotherapy
The most feared word in the English language is “cancer.”
The U.S. has a death-denying culture, especially among American
physicians, that views cancer as a foe that must be battled and
conquered. We also have an often-unwarranted faith in technology,
chemistry, and drugs. Consequently, the evidence-basis of cancer
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chemotherapy is, in general, much less well established than in other
areas of medicine. Randomized trials with untreated control groups
are hard to do because of the finality of cancer and patients insisting
on some treatment. Traditionally, clinical responses are divided into
complete response (absence of all measurable tumor and freedom
from tumor symptoms lasting at least three months) and partial
response (reduction in size of the volume of all tumor masses by at
least 50% lasting at least three months).
Most chemotherapy clinical trials report the response rate
(complete and partial) as the main endpoint. However, shrinking
tumors may not mean that patients live longer or have a better
quality of life. As a rule of thumb, if over 50% of cancer patients
have complete or partial responses to chemotherapy, then the length
of survival of the average person in the group receiving
chemotherapy will be increased.
The unresponsive tumors have response rates of less than
50%. For patients with these unresponsive tumors, claims of
increased survival become statistical exercises of researchers
financed by drug companies with nebulous parameters of
measurement wide open to wishful thinking and biases.
From my experience as a medical oncologist, there is no
reason other than the prospect of prolonging survival to withstand
the toxicities and risks of cancer chemotherapy. However, clinical
endpoints that matter to patients—survival and quality of life—often
lose out to the endpoint that is important to medical oncologists,
drug companies, and cancer researchers—tumor shrinkage.
Researchers, paid by drug companies, may harbor biases in favor of
the new experimental treatments when reporting the results of
clinical trials. Patients, clinging to any thread of hope for a cure,
hear what they want to hear from their oncologist. If their medical
oncologist does not offer them chemotherapy, they may shop for
another oncologist. Survival of people with identical malignancies
varies widely due to factors that are not always well understood and
often have nothing to do with chemotherapy given by medical
oncologists. Consequently, by treating enough cancer patients with
drugs, chemotherapy advocates can always find some patients with
unusually long survivals.
To approve new drug applications for metastatic or locally
advanced cancers that have no effective treatments, the FDA does
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not require evidence that the drug prolongs life or improves the
quality of life. Dr. Robert Temple, FDA Director of Medical Policy,
describes this policy that favors drug company profits over patients
and the public as follows: “…our accelerated approval rule allows
us to rely on a reasonable surrogate, a surrogate endpoint reasonably
likely to predict clinical benefit. But it quite explicitly doesn’t say
that clinical benefit, for example, quality of life, has to be
demonstrated.”2 Surrogate endpoints include tumor shrinkage
documented by x-rays, cat scans, or other measurement methods. As
Dr. Temple said, surrogate endpoints do not have to be shown to
correspond with clinical endpoints like living longer and feeling
better. Pharmaceutical companies used endpoints other than survival
as the basis for 73% of all cancer drug approvals between 1990 and
2002.3 Typically, the FDA approves a new cancer drug based on a
surrogate endpoint but requires the drug company to conduct further
trials to determine the drug’s effect on survival. However, the drug
company usually doesn’t complete the promised study because few
cancer patients would willingly risk enrolling in a study that might
result in their receiving a placebo when the active drug was easily
available at any oncologist's office. Consequently, just one cancer
medicine in five has ever proved that it extends patients' lives — the
usual endpoint demanded of postapproval cancer trials.4
When you are facing death, money is no object. Insurance
companies and government programs find it hard to deny cancer
patients any slim possibility of cure or remission with an unproved
but “promising” therapy. For drug companies and health care
providers that are “money driven,” this very vulnerable patient
population is ripe for exploitation.
Chemotherapy For Advanced Non-small Cell Lung Cancer
For metastatic small cell lung cancer, a combination of
chemotherapy drugs usually puts patients into meaningful
remissions that last for one to two years or longer. Unfortunately, we
do not yet have chemotherapy that significantly increases survival
chances for “non-small cell” lung cancer patients (about 75% of
those with lung cancer).5 About 125,000 Americans die of non-small
cell lung cancer each year. In my days as a medical oncologist, I
never liked to recommend chemotherapy to people with non-small
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cell lung cancer because of the poor results and distressing side
effects. The fact that there is no evidence-basis to support
chemotherapy for non-small cell lung cancer hasn’t stopped drug
companies and the FDA from encouraging its use.
In 1949, the FDA approved nitrogen mustard (Mustargen)
for non-small cell lung cancer treatment.6 Few if any lung cancer
patients have received this chemotherapy agent in the last 57 years,
but it remains FDA approved. It did not work then, and it does not
work now. Doctors prescribing it today would probably be sued for
malpractice.
Cisplatin (Platinol)
Since the early 1990s, cisplatin (Platinol) has been the
acknowledged standard of practice in non-small cell lung cancer
chemotherapy. Remarkably, the FDA has approved cisplatin only
for metastatic testicular cancer and ovarian cancers—not for lung
cancer.
What scientific and clinical evidence has the FDA received
in support of cisplatin treatment for non-small cell lung cancer?
Claims for efficacy of cis platinum for non-small cell lung cancer
depend on a meta-analysis of 14 published trials involving 1887
patients, comparing radiation therapy alone versus radiation therapy
plus cis platinum chemotherapy. In this meta-analysis in which
unpublished trials were not included, the average survival with cis
platinum chemotherapy added to radiation therapy was seven
months versus four months with radiation therapy alone.7 However,
lung cancer patients not receiving chemotherapy probably have
more quality time since they do not have to endure the potential
toxicities of cis platinum, including nausea, vomiting, nerve
damage, hearing loss, and kidney failure. Remarkably, BristolMyers Squibb has not submitted the meta-analysis of randomized
trials to request FDA approval of cisplatin in lung cancer treatment.
Vinorelbine (Navelbine)
In 1994, the FDA approved vinorelbine (Navelbine), on a six
to four vote of the advisory panel, as a single agent to treat advanced
non-small cell lung cancer. By a 10 to 0 vote, the FDA approved
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vinorelbine in combination with cisplatin for the first-line treatment
of non-small cell lung cancer patients.6 What evidence supports this
FDA decision?
GlaxoSmithKline submitted two randomized trials in support
of their successful bid to the FDA for approval of vinorelbine to
treat non-small cell lung cancer. In the first trial, they compared
patients receiving vinorelbine given alone with patients receiving
the combination of cisplatin with vinorelbine. The combination of
the two drugs gave a much higher partial response rate (43% versus
16%) and considerably more side effects. However, the average
survival was virtually equal (32 versus 33 weeks).8 In the second
trial, patients treated with vinorelbine alone lived on average for 31
weeks while those treated with vinorelbine and cisplatin lived 40
weeks. Again the toxicity was much higher for patients receiving the
drug combination. Quality of life comparisons were not reported.
Since untreated control groups were not included in either trial,
these results do not show that either one of these drugs improves
survival or benefits patients.
Etoposide (Etopophos)
Despite the lack of evidence showing efficacy, etoposide
(Etopophos) and cisplatin became the acknowledged combination as
the standard for treatment of non-small cell lung cancer in the mid
1990s. The FDA approved etoposide in 1986 for small cell lung
cancer and subsequently in 1998 for testicular cancer.6 The FDA has
never approved etoposide for non-small cell lung cancer.
One well-designed Italian trial of 93 non-small cell lung
cancer patients reported in 1988 included etoposide together with
cisplatin and other drugs compared with an untreated control group.
Survival in the drug treatment group averaged 8.5 months versus
five months without chemotherapy; however, there was enough
variation in the survival length data that the difference was not
statistically significant (P = 0.10). The longest a patient lived on
chemotherapy was 25 months and the longest a patient lived without
cancer chemotherapy drugs was more than 28 months. The report
concluded, “From these data our treatment was not clearly superior
to supportive care in prolonging survival. This suggests the need for
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the inclusion of a control group in future chemotherapeutic trials of
non-small cell lung cancer.”9
But subsequent randomized trials did not include untreated
control groups. For example, a comparison of etoposide plus
cisplatin with two other unapproved chemotherapy drugs in nonsmall cell lung cancer patients from the Northeastern U.S. showed
no significant difference in survival. The article concluded,
“Response rate and survival remained poor in all three treatment
arms. Patients should be encouraged to participate in clinical trials
so that more effective therapy can be identified.”10
Paclitaxel (Taxol), Gemcitabine (Gemzar) and Docetaxel (Taxotere)
In the high stakes contest of acquiring the lucrative FDA
approval for a non-small cell lung cancer drug, Bristol-Myers
Squibb succeeded next. In 1998, the FDA added paclitaxel (Taxol)
to the list of “safe and effective” drugs for palliation of non-small
cell lung cancer.6 As evidence, the drug company submitted a
randomized trial of patients receiving cisplatin plus etoposide
compared with cisplatin plus paclitaxel. Researchers call this a
“non-inferiority” trial, meaning performing as well as standard
therapy is evidence of effectiveness and safety. In this case, neither
of the two standard chemotherapy drugs is FDA approved for nonsmall cell lung cancer. The trial included no group of untreated
controls. Survival did not differ significantly, leading the FDA to
approve paclitaxel when used in combination with cisplatin.11, 12
Shortly after the approval of paclitaxel, gemcitabine
(Gemzar) by Eli Lilly and docetaxel (Taxotere) by Aventis
Pharmaceutical became FDA approved for non-small cell lung
cancer in combination with cisplatin.13, 14 Again, non-inferiority
trials served as the evidence basis. These are not medical
breakthrough medications. Eli Lilly and Aventis used the same kind
of purposefully mangled science, poorly designed studies, and
skillful lobbying to win FDA acceptance.
Gefitinib (Iressa)
Of all the undeserved FDA approvals of chemotherapy drugs
for non-small cell lung cancer, the most irresponsible was the
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approval of gefitinib (Iressa) for patients who had not responded to
cisplatin (Platinol) and docetaxel (Taxotere). The FDA approval of
gefitinib as “second line” lung cancer therapy, based on an 11 – 3
vote of its advisory panel, is based on one uncontrolled trial, in
which 10% of 216 patients receiving the drug had 50% or more
shrinkage of tumors lasting for one or more months. As mentioned
before, tumor shrinkage is only a surrogate endpoint and not
necessarily a clinically important outcome, because the researchers
did not show increased survival or quality of life in these patients.15
Moreover, results from two large, controlled, randomized trials to
test gefitinib in initial treatment of non-small cell lung cancer
showed no benefit from adding gefitinib to standard, platinum-based
chemotherapy. Therefore, gefitinib is not FDA approved for initial
treatment in this cancer.16 AstraZeneca, manufacturer of gefitinib,
withdrew the drug in Europe but left it on the U.S. and Japanese
market after a trial showed no improvement in survival.17 Public
Citizen Health Research Group strongly opposed the FDA
endorsement of the drug.18, 19 The cost to vulnerable terminally ill
patients and their insurers is $1,900 a month.20
Gefitinib causes nausea, vomiting, diarrhea, rash, acne, and
dry skin.21 There is no more evidence of the efficacy of gefitinib that
there is of Laetrile, a discredited cancer drug marketed in Mexico.
People may die faster with gefitinib for all we know. Gefitinib
should be withdrawn from the market.
Evidence-basis for Chemotherapy After Surgery in Early Lung
Cancer
Only about 30% of non–small cell lung cancers are localized
to the primary site and resectable at surgery. Of the patients with
successful surgeries, over half will die of later recurrences of widespread cancer. For over 30 years, researchers have conducted trials
with various chemotherapy drugs in patients with surgically
resectable non-small cell lung cancer, trying to improve survival.
Nothing has worked.
With considerable fanfare at the American Society for
Clinical Oncology meeting in 2004, two investigators announced
that cisplatin and other drugs given shortly after surgery improve
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five-year survival by 4%.22 Of those treated with chemotherapy,
seven patients (0.8%) died of drug toxicities.
A recently published randomized trial from Europe for nonsmall cell lung cancer patients compared cisplatin and other
chemotherapy drugs added to surgery with surgery alone, and
showed no survival benefit. To make matters worse in this trial, 6 /
167 patients receiving chemotherapy died as a result of the drugs.23
Most patients experience a poor quality of life while on this type of
chemotherapy.
In my view, these data are not compelling enough to make
chemotherapy added to surgery the standard of care for non-small
cell lung cancer.
Colon Cancer Chemotherapy
5-fluorouracil (5-FU)
In my training and practice as a medical oncologist in the
late 1970s and early 1980s, I treated few colon cancer patients with
chemotherapy. I did not believe that benefits exceeded risks. Dr.
Charles Moertel’s uncontrolled colon cancer trial in 1960 had made
national headlines. An 85% complete and partial response rate that
he reported in patients with advanced colon cancer who received the
chemotherapy drug 5-fluorouracil (5-FU). This led to the FDA
approving 5-FU for metastatic colo-rectal cancer in 1962.
However, when other investigators reported their results in a
few years, the response rates dropped to the 60% range. After
further studies, the average response rates fell to the 40% range.
Finally, about 20 years after his initial glowing report, Dr. Moertel
wrote an editorial in JAMA (formerly The Journal of the American
Medical Association) stating that new investigational drugs need not
be compared with 5-FU because of the lack of beneficial effect of 5FU on survival.24 The response rates around the country ranged from
12% – 0%, and overall survival of chemotherapy patients was not
proven better than for those not taking chemotherapy drugs. Dr.
Moertel and others attributed the initial glowing results to
investigators inexperienced at judging tumor responses and healthier
than average colon cancer patients. No controlled trials with
untreated comparison groups have ever been published testing the
efficacy of 5-FU in metastatic colon or rectal cancer patients.
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However, since the FDA approved 5-FU, it became the standard of
care.
Leucovorin
In 1991 on a five to four vote of the cancer drug advisory
committee, the FDA approved leucovorin “in combination with 5FU to prolong survival in the palliative treatment of patients with
advanced colon or rectal cancer.”25 No placebo-controlled trials of
leucovorin in colo-rectal cancer have ever been reported. The FDA
based its approval on three randomized trials comparing standard 5FU with 5-FU plus leucovorin. The response rates were higher with
leucovorin + 5-FU, but the trials showed only little if any effects on
survival. The Mayo Clinic reported marginally significant survival
data (P = 0.04 and P = 0.06)26 and the results from the Princess
Margaret Hospital in Toronto, Canada (P = 0.18),27 and the City of
Hope in Duarte, CA (P = 0.25)28 showed no statistically significant
survival benefit. Mucositis (destruction of the gastrointestinal lining
cells from the mouth to the anus) and diarrhea were both more
severe with high dose leucovorin added.
Irinotecan (Camptosar)
In 1996, the FDA approved irinotecan (Camptosar) as
“second line” chemotherapy for patients with metastatic carcinoma
of the colon or rectum whose disease has recurred or progressed
following 5-FU-based therapy.25 In three non-randomized studies
(304 patients), all patients received irinotecan. According to the
FDA report, “These studies were designed to evaluate tumor
response rate and do not provide information on actual clinical
benefit, such as effects on survival and disease-related symptoms.”
In other words, while it may shrink tumors, there is no scientific
evidence that irinotecan benefits people with colo-rectal cancer.
Despite this lack of evidence, the advisors to the FDA voted nine to
zero to approve irinotecan.25
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Capecitabine (Xeloda)
In 2001, the FDA approved capecitabine (Xeloda), an oral
chemotherapy drug for colo-rectal cancer, because randomized trials
demonstrated that survival with capecitabine is no less than
“standard therapy (5-FU / Leucovorin).”25, 29, 30 31 Again, no
randomized trials with placebo treated or untreated control groups
show efficacy of capecitabine in prolonging survival or improving
quality of life.
Oxaliplatin (Eloxatin)
Oxaliplatin (Eloxatin) obtained FDA approval in 2004 as
second-line treatment (after failure of 5-FU chemotherapy) for colorectal cancer. This approval was based on randomized comparisons
showing equivalence (non-inferiority) with other chemotherapy
agents—no untreated or placebo control group was included.32, 33
Bevacizumab (Avastin)
Bevacizumab (Avastin) is a monoclonal antibody (a protein
produced by the body’s immune system to destroy a specific
invading substance) that inhibits epidermal growth factor, a
naturally occurring important molecule that stimulates cells to grow.
In cell cultures it slows the growth of tumors. The manufacturer of
bevacizumab, Genentech, received FDA approval for this drug in
metastatic colon cancer based on one small trial comparing two
strengths of bevacizumab added to 5-FU + leukovorin. Patients
taking the higher dose lived 16.1 months on average compared with
21.5 months for those taking half of the higher dose. Those taking 5FU + leukovorin alone averaged 13.8 months of survival. These
differences were not statistically significant.34 The bevacizumab
caused a blood clot (thrombosis) that was fatal to one patient. A
subsequent trial comparing 5-FU + leukovorin + irinotecan with and
without bevacizumab also showed about a five month survival
advantage with bevacizumab.35
Wall Street analysts forecast that bevacizumab will have
annual sales in excess of $2 billion for colon cancer alone.36 For a
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typical colon cancer patient it costs about $15,000 – $20,000 per
year.
With bevacizumab being used also for breast and lung cancer
off label (FDA approval will be requested in late 2006), analysts
predict its United States sales could grow nearly to $4 billion by
2007 compared with $1.1 billion in 2005. Genentech plans to charge
about $100,000 per year for breast and lung cancer patients.
Medicare and private insurance companies are expected to pay the
bill. However, out-of-pocket co-payments for the drug could run
$10,000 to $20,000 a year, pricing many patients out of the
market.37
Cetuximab (Erbitux)
In February 2004, the FDA approved cetuximab (Erbitux), a
monoclonal antibody that is supposed to target colon cancer cells. In
approving this drug the FDA press release stated, “Although
treatment with cetuximab has not been shown to extend patients'
lives, it was shown to shrink tumors in some patients and delay
tumor growth, especially when used as a combination treatment.”
The FDA rejected the first IMClone application for approval
to treat colo-rectal cancer. A jury convicted Samuel D. Waksal, MD,
the founder and first chief executive of IMClone, of tipping off
relatives to sell IMClone shares before the rejection was announced.
He and his friend Martha Stewart served prison sentences due to
insider trading convictions related to IMClone.38, 39
No scientific evidence has been published demonstrating that
any chemotherapy or biotech molecule significantly increases
metastatic colo-rectal cancer patients chances of longer survival or
improved quality of life.
Pancreatic Cancer
From my days as a medical oncologist, I remember
pancreatic cancer as the most refractory tumor to chemotherapy. The
widely accepted drug treatment is 5-fluorouracil (5-FU), although 5FU is not FDA approved for treatment of pancreas cancer. In the
largest randomized comparison between 5- FU and supportive care
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without chemotherapy (152 patients), the average survival with the
drug was 3.0 months compared with 3.9 months without the 5-FU.40
In 1982, the FDA approved streptozocin (Zanosar) without
evidence that it helped patients. Dr. Charles Moertel and colleagues
compared 5-FU and streptozocin with 5-FU and cyclophosphamide
(a chemotherapy drug not approved for pancreas cancer). The article
concluded, “Neither regimen can be considered of substantive value
to the patient with advanced pancreatic carcinoma.”41 Two
subsequent studies with hundreds of patients showed the same
thing.42, 43
Gemcitabine (Gemzar)
The U.S. Food and Drug Administration approved
gemcitabine (Gemzar) made by Eli Lilly Pharmaceutical Company
as treatment for advanced pancreatic cancer patients in 1996. This
approval was based on a randomized comparison with 5-fluorouracil
(5- FU) in which none of the 126 patients in either group had any
significant tumor shrinkage (i.e., complete or partial response). The
FDA justified its approval on a new criterion that they called
“clinical benefit,” defined as a reduction in pain or pain medication
consumption, weight gain, or improved functional status. This very
subjective endpoint can easily lead to biased reporting by drug
company funded investigators.
The medical oncology researchers knew which patients
received gemcitabine and which received 5-FU, and they knew that
Eli Lilly paid for the trial. Consequently, their determination that
“clinical benefit” occurred in 23.8% of gemcitabine-treated patients
compared with 4.8% of 5-FU-treated patients (P = .0022)” was wide
open to investigator bias.44 Moreover, with the FDA approval of
gemcitabine at stake, Eli Lilly selected 5-FU as the comparison drug
for this trial. As noted above, 5-FU itself may decrease survival as
well as quality of life in pancreatic cancer patients.
As noted above, the FDA approved gemcitabine for non
small cell lung cancer treatment without evidence that it improves
survival or symptoms of the disease.13 Many oncologists use
gemcitabine off label for treatment of advanced breast cancer.
Gemcitabine grossed $1.33 billion for Eli Lilly in 200545 and sales
are growing. FDA approval of gemcitabine for treatment of anything
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amounts to a giveaway of billions of dollars to the Eli Lilly
Pharmaceutical Company by the government at the expense of
cancer patients and taxpayers.
Brain Cancer
Because of the so-called “blood brain barrier,” most drugs do
not penetrate well from the blood stream into the brain tissue. With
the exception of childhood neuroblastoma, brain cancers respond
poorly to chemotherapy.
For over 30 years, the standard chemotherapy drugs for adult
patients with the most common types of brain cancers (gliomas and
astrocytomas) have been carmustine (BCNU), lomustine (CCNU),
and procarbazine (Matulane). These drugs cure no one, are not
shown through scientific evidence to prolong survival, and are not
FDA-approved for brain cancer.46-49 Brain imaging tests (MRI or CT
scans) show between 15% – 30% rate of partial response for these
drugs.49, 50
In 1999, the FDA granted accelerated approval status to
temozolamide (Temodar) for treatment of adult patients with an
aggressive form of brain cancer (anaplastic astrocytoma) after the
cancer has progressed despite treatment with a regimen containing
carmustine or lomustine and procarbazine.2 Only about 10% of brain
cancer patients had tumor shrinkage in studies that had no untreated
or placebo control groups. No meaningful assessment of survival or
quality of life could be made from the data presented by Schering
Corporation, the manufacturer. Now that temozolamide is FDAapproved for the rare indication of anaplastic astrocytoma, Schering
is trying to get it used for off-label indications such as brain
metastases from other primary cancers such as lung and breast51 and
malignant melanoma.52
Despite the lack of any scientific evidence that
chemotherapy prolongs life or helps the symptoms of metastatic
cancer in the brain, Anthem insurance company lost in a jury trial
(Dardinger, Exr., V. Anthem Blue Cross & Blue Shield et al.) over
its refusal to pay for intra-arterial chemotherapy to treat metastatic
brain tumors. The $49 million punitive damage verdict against
Anthem was based on a finding of malice.53
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In general, judges have no interest in getting bogged down
with debates between expert witnesses concerning interpretations of
randomized trials or arguments involving the applications of
evidence-based medicine principles to treatments and tests. They
only want to hear the prestigious medical experts testify about what
medical practices are customary in the community and what medical
orthodoxy considers the standard of care. This major malpractice
verdict against Anthem insurance company will drive up cancer care
costs in two ways: malpractice insurance for medical oncologists
will rise, and insurers will pay for more chemotherapy treatments
that cause patients misery while lining the pockets of drug
companies and the medical oncology establishment.
Chemotherapy Research and Off-label Drugs
A popular cancer drug development strategy, pioneered by
biotechnology companies with limited research and development
(R&D) budgets, is to test a new chemical compound for just one
indication in a small-scale trial to get it out of the FDA review
process and on the market as fast as possible. Often a rare and
poorly treated tumor is chosen for the initial test so that the drug
qualifies for an accelerated regulatory review. Meanwhile smallscale pilot studies of the drug for other tumors are launched to
encourage broader “off-label” use, referring to indications not
specifically approved by the FDA. For these, the clinical trials are in
patients with common tumors, like lung or breast cancer. The results
of these preliminary studies are publicized at “educational”
seminars, sponsored by the company or through free books, CDs,
and videotapes.54
About half of cancer chemotherapy administered in the
United States is for off-label indications.55 Doctors, insurance
companies, government agencies, and patients mostly accept this
fact. Frequently, oncologists combine different chemotherapy drugs
hoping to have superior effects on the tumor with manageable
toxicity. One or two small non-randomized uncontrolled trials
published in the medical literature may be enough to have a
combination chemotherapy program accepted as standard treatment
for a tumor that responds poorly to chemotherapy.
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When any survival benefit of a drug in randomized trials is
marginal to non-existent, drug companies may sponsor “metaanalyses” to obtain evidence for FDA approval. Meta-analyses
combine several randomized trials together in order to enhance the
chances of demonstrating statistically significant benefit. Since
statisticians performing the meta-analyses are usually directly or
indirectly paid by the pharmaceutical manufacturers, determining
which trials to include and which to exclude when analyzing
multiple trials can be subject to bias. Trials showing no benefit or
demonstrating harm tend not to get published and may be excluded
from meta-analyses.
The American Society of Clinical Oncologists and the
American Association for Cancer Research and other medical
oncology special interest organizations successfully lobbied the U.S.
Congress to pass a law in 1993 requiring Medicare (the federally
funded health care program for elderly and disabled people) to cover
off-label drugs used in cancer treatment when the use is supported
by a citation in any of the following:
•

•
•

The American Society of Health-System
Pharmacists' American Hospital Formulary
Service
U.S. Pharmacopoeia Drug Information (an
authoritative drug reference book)
Two or more peer-reviewed articles published in
respected medical journals56

Money dominates the entire process. For example, Charles
Moertel, a famous cancer researcher from the Mayo Clinic, noted, "I
have recently reviewed a claim for nearly $750,000 for a series of
unproven, off-label therapies given to a single patient dying of
advanced colon cancer. Efforts by organized oncology groups to
curb these gross abuses are conspicuous by their absence."57
Unlike other physicians, medical oncologists can profit from
the sale of chemotherapy drugs, if they administer the drugs
intravenously in their offices. Medicare will pay up to six times the
market price for some chemotherapy drugs, and the doctors pocket
the difference. A study of Medicare patients with metastatic breast,
colorectal, or lung cancer showed that oncologists selected
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chemotherapy drugs to recommend that brought them more
reimbursement from Medicare.58, 59
Cancer Drug Price Increases
In 2005, Henry A. McKinnell, the chairman of Pfizer, the
world's largest drug company, wrote that drug prices were not driven
by research spending or production costs. "A number of factors go
into the mix" of pricing, he said. "Those factors consider cost of
business, competition, patent status, anticipated volume, and, most
important, our estimation of the income generated by sales of the
product."60 Vulnerable cancer patients are among the victims of
unfettered capitalism in the pharmaceutical industry.
In August 2005, Merck sold the rights to manufacture and
market two old cancer drugs, which makes Mustargen and
Cosmegen to Ovation Pharmaceuticals, a six-year-old company in
Deerfield, Ill., that buys slow-selling medicines from big
pharmaceutical companies. The wholesale prices for the two drugs
are each ten fold or more what they had previously been.
Genentech, a drug company from San Francisco plans to
double the price of its colon cancer drug Avastin, to about $100,000
per year, when Avastin's use is expanded to breast and lung cancer
patients. Recently, Genentech raised the price of erlotinib (Tarceva),
a lung-cancer drug, by about 30%, to $32,000 for a year's treatment.
These prices have little relation to the cost of developing or
making the drugs.61 Comprehensive health care reform must address
this kind of blatant profiteering.
Cost Considerations
The direct cost of treating cancers in 2007 in the U.S.
(physicians, drugs, hospitals, etc.) will be about $89 billion.62, 63
About $52 billion will be for chemotherapy drugs in 2007 compared
with about $30 billion in 2004.64 About half of the cancer
chemotherapy prescribed in the U.S. is for off-label indications.65
Chemotherapy for non-small cell lung cancer, metastatic colon
cancer, pancreas cancer, and brain cancer are but a few examples of
FDA-approved drugs for which there is no convincing evidence of
benefit.
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Inappropriate chemotherapy treatments cause incredible
suffering. Most of the 550,000 Americans who die of cancer each
year receive chemotherapy despite the fact that only about 20% –
30% of them have tumors that respond well to drugs. In patients
with types of tumors that do respond well to first-line chemotherapy,
second, third, and fourth line chemotherapy may not be evidencebased to work. Estimating conservatively that 200,000 – 300,000
Americans with unresponsive tumors will receive chemotherapy in
2007 and that 1% – 2% of those treated will die of complications of
the treatment (a typical range in research studies), all will have
significant side effects and 2,000 – 6,000 (1% – 2%) will die of the
chemotherapy.
If only evidence-based cancer chemotherapy treatments were
funded, I estimate that it would save $40 billion – $60 billion in
2007 in the U.S.. Cancer patients would endure much less suffering
in the process.
Conclusion
People in the U.S. have compassion for the sick, especially
for those with life-threatening conditions. Our empathy for cancer
patients expresses itself in our generous funding through
government programs and charities for research into curing cancer.
Cancer chemotherapy research has led to truly amazing advances in
the treatment of about 20% – 30% of people with advanced cancers.
Chemotherapy cures many children and some adults that would have
otherwise died. However, for most people with advanced cancers of
the lung, gastrointestinal tract, kidneys, and brain, chemotherapy
increases the suffering and cost without significantly prolonging life.
Cancer chemotherapy is lucrative for medical oncologists,
hospitals, pharmaceutical companies, and stock market investors.
Patients and their families hope for miracles despite all odds. Many
times their vulnerability leads them to accept treatments uncritically
that are not in their best interests. Medical oncologists are paid well
for giving chemotherapy and hardly at all for counseling and
supporting their patients. The economic forces in the current
medical marketplace work to patients’ disadvantage. We need to
restructure our method of paying for medical care, including cancer
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treatment services, in a way that reduces the use of unproven cancer
chemotherapy that is toxic and expensive (see Chapter 24).
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Chapter 17
Futile Treatment of the Terminally Ill –
A Cash Cow
When I was a freshman medical student in orientation in
1969, a fellow freshman student projected the first lecture slide of
my medical education: “HEALTHCARE IS A RIGHT!”
The introduction of Medicaid and Medicare in 1965 helped
foster the perception of health care as a right, not a privilege. As the
belief that health care is a human right gained momentum, the
perception of doctors as indisputable figures of authority—that
doctors know best—began to fade. The advent of the women's
rights, civil rights, and consumers' rights movements also made the
paternalistic authority of the physician appear deeply suspect. In the
late 1960s, the publication of "Our Bodies, Ourselves," by the
Boston Women's Health Book Collective challenged the
conventional wisdom about the wisdom of many hospital deliveries,
hysterectomies, and mastectomies.1
These developments led patients to reposition themselves as
consumers of health care, entitled to as much information as
possible. Support groups and nonprofit advocacy organizations
empowered patients with information booklets and questions for
doctors. Patient autonomy - the right of governance over one's own
body—has become a central tenet of our health care system. While
people want autonomy in making their health care decisions, they
also need the expert help and judgment of a trusted physician that
cares primarily about the best interests of his / her patients.
For the most part, the patient autonomy movement does not
yet extend to end-of-life care in America. Ask yourself the question,
“If you had a terminal illness, would you rather die at home or in the
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hospital?” Almost everyone would prefer to die at home or in a
supportive hospice environment. However, 70% – 80% of
terminally ill Americans die in hospitals, many in pain and with
unnecessary suffering. In this instance, the political forces
supporting patient autonomy and empowerment have been trumped
by the economic forces that currently drive American medicine.
Providing futile treatments for terminally ill people is a lucrative
business.
Hope
In this era of patient autonomy, hope means different things
to different people and changes as medical conditions change. A
hope for a cure can morph into a hope for freedom from pain and
suffering or that a relationship can be mended. For many people,
hope and faith are inextricably linked. People may pray ceaselessly
for a miracle for their terminally ill loved one, but then accept death
when it comes as “God’s will.”
Physicians should tell the truth with kindness but never try to
take away the patient’s hope. I never told any patient, "I have
nothing more to offer you." Frequently, I told terminally ill patients,
“While I don’t have a cure for your condition, I have good treatment
for the pain and symptoms. My staff and I will always be available
to help you no matter what happens. No one knows how long you
have to live, but we can help you remain at home with full medical
support for whatever time you have.”
Dr. Susan D. Block, a palliative care physician at Harvard,
said it well, "Hope lives inside a patient and the physician's behavior
can either bring it out or suppress it. When a patient has goals, it's
impossible to be hopeless. And when a physician can help a patient
define them, you feel like a healer, even when the patient is dying."2
Selling False Hope
A dark joke circulates around the hospital wards about hightech efforts to prolong life in the terminally ill. “The patient with
advanced cancer asked the doctor, ‘Will this new anti-cancer therapy
make me live longer?’ The doctor replies, ‘No, but it will seem
longer.’”
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The centuries-old belief that doctors should withhold bad
news and give a falsely optimistic prognosis has lost favor in this
information age that values patient autonomy. However, promoting
false hope and profiting by it continues as much as ever with the
explosion of so many medical treatments and the prevalence of
clinical research trials. Nowhere is the desire to find treatment
alternatives more urgent than when a patient receives a diagnosis of
an incurable and “terminal” illness. However dire the prognosis,
hope will not be denied.
Since patients listen selectively, patients and physicians
undoubtedly share the responsibility for false hope. A 1994 study
showed that 34% of Americans believed that modern medicine "can
cure almost any illness for people who have access to the most
advanced technology and treatment." By contrast, only 11% of
Germans held the same belief. In Phase 1 trials that test unapproved
cancer chemotherapy drugs, no more than 5% of volunteers may
derive any benefit. However, in a 2003 study of advanced-stage
cancer patients who volunteered for Phase I trials, at least threequarters of them believed they had a 50% chance or greater of being
helped by the drug.2
False hope may result from the emotional interaction
between a terrified patient and a well-intended doctor—both
intensely wanting the best outcome—such that they create a
collective denial about the patient's condition. In other cases in this
high-tech age of specialization and sub-specialization and of
medical marketing, money plays an important role in the generation
and perpetuation of false hope. Patients may shop for doctors who
offer promising treatments, and physicians without effective
therapies may still develop lucrative businesses in catering to the
hopes and fears of vulnerable and desperate patients.
Since we live in a death-denying capitalistic society that
values patient autonomy and a country in which most bills for
medical treatment are paid by public or private insurance,
profiteering on people with advanced incurable diseases has
mushroomed in recent decades. Our proliferation of modern hightech drugs and medical devices has made futile treatments all the
more full of pain and unnecessary suffering and the more expensive.
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A Man Who Requested Euthanasia
An intern called me saying that he had a cancer patient in the
intensive care unit screaming for euthanasia. I was the director of
the Cancer and AIDS Pain Service at the LA County + USC
Medical Center. Mr. K. had made the young doctor and his
colleagues very uncomfortable by begging for death. I got the
patient’s history from the intern and the chart.
This 52-year-old Korean man had undergone surgery in
Seoul, Korea for stomach cancer 13 months earlier. Since the cancer
had already spread to the liver and elsewhere, his surgeons infused
chemotherapy during the operation and medical oncologists
followed that by giving conventional outpatient chemotherapy.
Seeking a second opinion, Mr. K. came to the United States.
As an outpatient at the LA County + USC Medical Oncology
(cancer) Clinic, Mr. K. received an experimental chemotherapy drug
for six months. This failed to control his disease. The drug toxicity
lowered his blood platelet count, increasing his chances of bleeding
from the remaining abdominal tumors. He received multiple
transfusions of blood because of constant hemorrhaging through his
gastrointestinal tract.
One bleeding episode required hospitalization to achieve
control. During that time, after discussing it with his doctor, Mr. K.
agreed to a "do-not-resuscitate" order. Upon discharge from
hospital, he was, unfortunately, not referred to our visiting nurse
association hospice program or to my Cancer and AIDS Pain
Service for comprehensive care in the terminal phase of his disease.
Three weeks later when Mr. K. was again vomiting blood,
his family rushed him to our emergency room. The emergency room
doctors immediately transfused him with blood and quickly moved
him to our new, ultramodern intensive care unit. When bleeding
persisted, he underwent angiography of his abdominal blood vessels
(i.e., an X-ray study in which dye is introduced through a catheter
threaded into an artery). An attempt to stop the bleeding by injecting
plastic pellets into the stomach artery failed. Undaunted, the
specialists in interventional radiology later repeated this procedure
because of recurrent bleeding—again unsuccessful.
Because the cancer was so advanced and the patient was
unable to take food while the acute bleeding problem persisted, the
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intensive care unit physicians ordered total parenteral nutrition
(TPN) to prevent malnutrition. This consisted of over three liters of
intravenous fluid per day containing about 3,000 calories of
nutrients delivered into a large vein near his heart.
After more time in the intensive care unit, Mr. K. developed
a fever. His doctors promptly ordered antibiotics. Later, when the
fever persisted and blood cultures showed infection with resistant
bacteria, they switched him to more powerful antibiotics.
On the tenth hospital day, a new intensive care unit doctor
discussed with Mr. K. and his family the seriousness of his
condition. Mr. K. again requested not to be resuscitated if his heart
stopped beating. The doctor dutifully noted this in the chart.
Abdominal pain had been a big problem even before this
hospitalization. Mr. K.'s had taken prolonged-release morphine for
pain for at least six months. While in intensive care, his pain had
increased despite institution of intravenous morphine infusion and
increasing the dose to 20 milligrams per hour (a high dose).
Mr. K.'s doctor asked the anesthesiology pain service to give
a nerve block with a long needle into the nerves in the back of his
abdomen in order to better control his severe pain. After deliberation
for several days, the anesthesiologists declined to carry out the nerve
block procedure for fear of causing internal bleeding and possibly
shortening Mr. K.’s life.
On the 21st day in the intensive care unit, Mr. K.’s intern
called on me to offer new suggestions for the management of his
pain. The young doctor had observed that a marked accumulation of
fluid in Mr. K.'s abdomen was now also contributing to the pain.
This case offered me an excellent opportunity to teach the
intensive care team some of the basics of palliative care (pain and
symptom management). I explained that, for a terminally ill patient
in this situation, although we cannot honor a request for euthanasia,
physicians are under no legal, moral, or other obligation to continue
therapies designed to prolong life, such as blood transfusions, total
parenteral nutrition, angiographies, and antibiotics. However, we are
duty bound to control pain and other bothersome symptoms and to
relieve suffering.
I suggested that they remove abdominal fluid (do a
“paracentesis”) to decrease the pressure in Mr. K.'s abdomen. I also
requested that the intravenous fluids, including the total parenteral
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nutrition, be stopped in order to prevent further misery from the
accumulation of more fluid in his abdomen. Finally, I recommended
an increase in the morphine infusion dose to 30 milligrams per hour,
to control his pain.
The next day when I saw Mr. K., he was in coma and the
morphine infusion had been stopped. Very distraught relatives filed
in and out of his room for short visits, making their way between the
hospital staff and the life-support technology.
Skimming the chart (three thick volumes had accumulated
during the 22-day intensive care stay), I noted that the paracentesis
had not been done, again for fear of causing bleeding and shortening
Mr. K.'s life. The doctors continued two intravenous antibiotics,
total parenteral nutrition feedings, and frequent insulin injections.
Cultures drawn two or three days earlier showed that two types of
bacteria were growing in his blood despite the antibiotics. The
doctors still ordered daily or more frequent laboratory blood tests,
probably in part to justify his staying in the intensive care unit.
I spoke at length with the intern and resident concerning
general palliative care in this type of situation and what to do if
abdominal or other pain returned. During the following night, Mr.
K. woke up enough to express pain. A morphine injection was given
intravenously, but initially did not work. Instead of giving Mr. K.
higher doses of morphine, the doctors injected Valium, which only
quieted him down.
In the morning, the staff suddenly became concerned about
the inappropriate utilization of the hospital's resources (the intensive
care unit) and ordered Mr. K.'s transfer to the regular ward. The total
parenteral nutrition, antibiotics, and insulin could all be continued
on the regular ward, but the morphine infusion pump could not
because of hospital regulations.
The intern wrote an order for prolonged release morphine
sulfate tablets to be crushed and given through the stomach feeding
tube. I pointed out to the staff that crushing prolonged-release
morphine converts it into immediate-release morphine. In someone
with tense fluid throughout the abdomen and acutely ill with sepsis
(blood infection) and low blood pressure, oral medications would
not be reliably absorbed from the gastrointestinal tract. The nursing
administration agreed to make an exception and allow the morphine
pump for his final hours. However, the pump was not turned on
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since Mr. K. never came out of coma. The nurses and doctors were
trained to wait for the patient to have pain before giving the pain
medicine. This approach gives poor pain control to cancer patients
with chronic pain particularly during the dying process.
I wish there were a happy ending to this story, but there is
not. When Mr. K. died, the doctors told the family that they had
done all that could be done medically to save him. No one could be
charged with malpractice since this is not unusual care of the dying
in the U.S.. After all, Mr. K. had exercised his autonomy in health
care decision-making to seek experimental treatment, with all its
disclosed risks and complications, at the LA County + USC Medical
Oncology Clinic. Multiple obstacles in our medical care system and
a lack of training in care of the dying had prevented even
rudimentary pain and symptom control measures for Mr. K.. The
system provided virtually no help for him and his family with the
psychological and emotional process of preparing for his death.
For Mr. K. and many others who receive inappropriately
aggressive high-tech interventions for advanced terminal diseases,
the treatment is much worse than useless. It greatly increases the
pain, suffering, and psychological distress during the dying process.
This three-week stay in the intensive care unit served only to
magnify his pain and suffering enough for him to beg for euthanasia.
For Mr. K., euthanasia was not the answer. Physician training in
palliative care, or hospice medicine, offers a far better solution.
In a time of dire shortages of health care funding for the
poor, the futile treatment of Mr. K. for three weeks in the intensive
care unit cost taxpayers over $50,000 in 1991. The cost would be at
least three times that in 2007.
Futile Care in Cardiovascular Disease
Inappropriately aggressive attempts to prolong life do not
only occur in people with cancer and AIDS. About 300,000
Americans die each year of congestive heart failure.
An elderly man dying of congestive heart failure came to my
attention while I was supervising internal medicine residents in an
outpatient clinic. One of the residents came late and gave the excuse
that he had been resuscitating a man who did not want to be
resuscitated. I asked the resident for the details of the case and the
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name of the patient. After reviewing the patient’s chart at the
morgue, I sent the following letter to the LA County + USC Medical
Center Quality Assurance Committee (medicaleze explained in
parentheses):

Ronald Kaufman, MD
Medical Director
LAC + USC Medical Center
GH – Rm 1110
Re:
Mr. Brown (not his real name), a patient resuscitated
against his will.
Dear Dr. Kaufman,
One of my internal medicine residents came about one hour
late for the clinic that I supervise at H. Claude Hudson
Comprehensive Health Clinic. He said that he participated in the
attempted cardiac resuscitation of Mr. Brown on ward 7200. The
houseofficer reported that the patient refused CPR (cardiopulmonary
resuscitation) but that the cardiology attending insisted on a full
code anyway.
On reviewing the chart, I found that Mr. Brown was 87 years
old. He had a heart attack 20 years before, followed about 5 years
later with a coronary artery bypass graft and a pacemaker insertion.
The cardiology service admitted him this time with a diagnosis of
congestive heart failure and treated him with digoxin (heart beat
strengthener), Lasix (water pill) and oxygen. On the following day a
blood culture revealed Staph Aureus (indicating a serious bacterial
infection of one of his heart valves), so the houseofficers began
antibiotics. They subsequently transferred him to the coronary care
unit. Four days later, Mr. Brown had marked kidney failure and was
becoming increasingly short of breath.
The intern’s note at 9 am stated, “patient is fully alert and
oriented and states that he wants to go home to die. He refuses IV
(intravenous) lines. He pulled out his IV and refuses another. He
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states that he doesn’t want CPR, mechanical ventilation or
cardioversion.” Apparently at the suggestion of Dr. Mok, the
cardiology attending, the houseofficers consulted the psychiatry
service. Dr. J. Meyer responded at 12:45 pm with a note that said,
“patient removing IVs and saying he wants to go home and die.” Dr.
Meyer diagnosed delirium (an acute confusional state) due to
hypoxia (low oxygen level), sepsis (blood infection), renal failure
and drug toxicity (digoxin level = 3.1 [mildly elevated]). Because
the patient posed no danger to himself or others besides wanting to
die, Dr. Meyer did not order a psychiatric hold. However, because
the patient was mentally impaired due to the delirium, Dr. Meyer
suggested that Mr. Brown’s nephew, the next of kin, could overrule
the patient’s wishes to leave the hospital. The psychiatry resident
recommended Haldol 0.5mg-1.0mg q8h (a major tranquillizer) to
calm the patient and render him more compliant with treatment. I
saw no psychiatry-attending co-signature of this note.
I saw no documentation of a conversation with the patient’s
nephew in the chart. At 17:05 pm, the anesthesia service intubated
Mr. Brown (inserted a breathing tube) for increasing respiratory
failure. The houseofficers subsequently requested an urgent renal
consult (because of kidney failure) for hemodialysis. The renal
consult diagnosed severe prerenal azotemia (little blood going to the
kidneys due to heart failure) and recommended an urgent SwanGanz catheter placement to optimize the cardiac filling pressures (a
high-tech test which is not evidence-based to work in this situation).
This showed high filling pressures along with hypotension (low
blood pressure). At about 3 am the next morning, the houseofficers
placed a femoral catheter for hemodialysis. However, the patient
became progressively more hypotensive until 8 am when he had a
cardiac arrest (heart stopped) and a code was called. He underwent
20 minutes of cardiopulmonary resuscitation and died.
I am disturbed that this is what is being taught and practiced
in this hospital. I hope you are too. Physicians who have had modern
training in the concepts of palliative care for terminally ill patients
would not have allowed this to happen. A hospital that had a
functioning palliative care service would have very little chance of
having this happen.
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Dr. Kaufman, please do something to change the climate at
this hospital where Mr. Brown’s case is considered normative
behavior.
Thank you.
Sincerely,
David Cundiff, MD
General Internal Medicine
cc:

Shirley Shot Nomoto, RN, Quality Assurance Committee
Mark Finucane, Director of Health Services
Edward Crandall, MD, Ph.D., Chief Internal Medicine
Shahbudin H. Rahimtoola, MD, Chief Cardiology
Ellen Reitz, MD, Chief C & L Psychiatry
Stephen Ryan, MD, Dean of the USC School of Medicine

There was no investigation of the case by the Quality
Assurance Committee. Only Dr. Reitz of Psychiatry responded to
the letter, defending the role of her department in the case. I reported
the case to the California Medical Board and it said that only the
patient’s next of kin could lodge a complaint. Likewise, the Joint
Commission on Accreditation of Hospitals did not respond to my
report to them about this case.
The “SUPPORT” Study
The Robert Wood Johnson Foundation funded “The study to
understand prognoses and preferences for outcomes and risks of
treatments (SUPPORT).” This randomized trial intended to show
that teaching physicians, nurses, patients, and family members about
palliative care would reduce or eliminate futile treatments for the
terminally ill.3 In a four-year period, over 9,000 patients with severe
life-threatening chronic illnesses were hospitalized in five U.S.
academic teaching hospitals. Each patient was assigned a nurse
trained in hospice medicine who had multiple contacts with the
patient, family, physician, and hospital staff. The nurse sought to
improve understanding of the prognosis, encourage attention to pain
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control, and facilitate advanced care planning and patient-physician
communication.
Despite the efforts of the palliative care nurses and other
efforts to educate physicians to avoid futile treatments, only 47% of
physicians in the study knew when their patients preferred to avoid
CPR. The physicians wrote 46% of do-not-resuscitate (DNR) orders
within two days prior to death, indicating that they had not
previously discussed the prognosis and treatment options with their
patients. Thirty eight percent of patients who died spent at least 10
days in an intensive care unit (ICU). And in 50% of conscious
patients who died in the hospital, family members reported moderate
to severe pain at least half the time. By all accounts, the intervention
to improve the care of the dying had failed miserably.3
Having worked within the system, I strongly believe that the
main reason that the U.S. medical system has not replicated the
excellent hospice care available to all in Great Britain is because
futile care pays extremely well and hospice medicine or palliative
care is bad for a hospital’s financial bottom line.
Variations in Medicare Spending for End-of-Life Care
In another Robert Wood Johnson Foundation commissioned
study, the cost of the last six months of life of Medicare
beneficiaries varied by over 60% in different parts of the United
States.4, 5 All the patients tracked for this nationwide study were
grouped according to how much their last six months of life cost.
Bend, Oregon, the area that spent the least on Medicare patients —
$20,144 adjusted for inflation to 20076 on average in the last six
months of life — stands out because of its well-established hospice
program. Los Angeles, where I practiced, ranked third highest in the
country ($32,510 adjusted for inflation to 20076) in end-of-life
spending.5
Compared with the lowest spending quintile (20% of
patients), the highest spending quintile had 1.8 times the number of
days in hospital in the last six months, 2.2 times the number of days
in the intensive care unit, 2.6 times the number of resuscitation
attempts, and 2.9 times the number of feeding tubes inserted.
Despite many more expensive and uncomfortable procedures, length
of survival and most other outcomes did not differ significantly. The
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satisfaction with care, however, was significantly lower in the
highest spending quintile compared with the lowest spending
quintile.5
If all terminally ill Medicare recipients had the more highly
rated care of the lowest spending quintile, the study data show that
in 2007, we would save about $11 billion wasted on futile
treatments in the last six months of life for over 1 million people. In
truth, the end-of-life futile treatment actually costs much more. Even
in the lowest spending American regions, doctors overuse intensive
care units and under-use hospices for people with very advanced
diseases.
Inappropriate Medical Interventions in Alzheimer’s Patients: A
Case
My aunt Louise moved into an assisted living center in Palo
Alto, CA when she was about 75. Her memory deteriorated, and she
became increasingly dependent on nurses and nursing attendants to
help her with dressing, bathing, and eating. She had to be transferred
to a skilled nursing facility at age 85. While she still had a fair
understanding of her condition, she signed a document making my
cousin, Edwin, who lived in another state, her power of attorney. An
advanced directive that she signed said that she wanted no
extraordinary medical treatments and no resuscitation.
One Saturday morning, I received a call from a patient
advocate at the nursing home telling me that Aunt Louise had a
fever of 106o the previous night. Since I lived in Hawaii and could
not go to the nursing home, I called and learned from the nurse that
the doctor had ordered antibiotics over the phone during the night
and had not yet seen my aunt. I asked to speak with the doctor to
make sure that the advanced directive would be honored. The doctor
that had ordered the antibiotics was off until Tuesday because of a
holiday weekend. I left a message on the answer machine of the oncall physician and received a call back Saturday evening. When I
asked about the advanced directive, the doctor said that it was not on
the chart and was probably still in the assisted living home. No
administrator from the assisted living home would be available until
Tuesday. I told the doctor that it was extremely important that the
advanced directive be found and honored because of my aunt’s
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Alzheimer’s disease. The doctor said that it would have to wait until
Tuesday. I relayed this information to my cousin, and he asked me
to keep her from having any heroic treatments.
On Sunday night, my aunt’s blood pressure fell putting her
into shock. The patient advocate called me to say that the on-call
doctor ordered my aunt transferred to the Stanford Medical Center
Emergency Room. I called the emergency room and spoke with the
physician assigned to my aunt. This doctor expressed great
appreciation for my call, because there was no advanced directive
and no “do-not-resuscitate (DNR)” order from the nursing home
doctors. She said that she was about to intubate my aunt (insert a
breathing tube into her airway). I asked the emergency room doctor
not to intubate her and to send her back to the nursing home because
my aunt did not want extraordinary life-prolonging treatments. The
doctor entered a DNR order on the chart and told me that she
planned to admit my aunt only for palliative care.
The next morning I called the nurse on the ward where my
aunt was placed. The nurse reported that my aunt had a terrible night
due to the blood tests and the CT scans of the head, chest, abdomen,
and pelvis, but that she now appeared to be resting comfortably.
Furious that these unnecessary test were done, I asked to speak with
the attending doctor.
Several hours later, the attending doctor called to give me a
detailed account of the numerous lab tests and the interpretations of
the CT scans. My aunt’s brain showed evidence of atrophy
(shrinkage) that was consistent with her long-standing, previously
diagnosed Alzheimer’s disease. The left kidney appeared to have a
kidney stone blocking the flow of urine and an abscess behind the
obstruction. This, he thought, might account for why the oral
antibiotics at the nursing home did not work.
As he proceeded to delineate treatment options such as
inserting a catheter into the kidney to drain the infection, I cut him
short. I told the doctor that the family and I were very upset that my
aunt had been transferred to Stanford University Hospital against her
instructions on the advanced directive that she signed. I said we
wanted her transferred immediately back to the nursing home.
Within a few hours, an ambulance returned aunt Louise back
to the nursing home. The patient advocate visited her and reported to
me that my aunt appeared comfortable with the intravenous line
257

removed. The patient advocate held my aunt’s hand and thought that
aunt Louise was aware of her presence. About three days later, my
aunt passed away peacefully. Fortunately, my aunt didn’t die in the
Stanford University Hospital Intensive Care Unit.
Inappropriate Medical Interventions in Alzheimer’s Patients:
The Big Picture
A study of nursing home patients, by Dr. Susan Mitchell of
Harvard and the Hebrew Rehabilitation Home for the Aged, found
that those with end-stage Alzheimer's disease received more
aggressive medical treatment—including feeding tubes, intravenous
fluids, antibiotics, and hospitalizations—than cancer patients at the
end of their lives. For instance, about one-third of Alzheimer’s
disease patients in nursing homes have feeding tubes inserted. While
an estimated 4 million Americans have Alzheimer’s disease or other
irreversible dementias, cognitively impaired adults make up only 7%
of people who receive hospice care.7
Typically, family members who serve as conservators or
powers of attorneys for their loved ones receive inadequate guidance
from physicians. They need the doctors to say that it is inappropriate
and unkind to insert a feeding tube or an intravenous catheter in a
person with irreversible dementia. Unfortunately, many doctors
encourage families to agree to life-support technologies that prolong
suffering. They put off conversations about drawing a line
concerning medical treatments. Family members may fear that if
they request that the physicians halt the extraordinary lifeprolonging treatments, they will be judged by their friends, others in
the family, or their religious communities.
In November 2003, Dr. Douglas Nelson, a palliative care
specialist from North Carolina, introduced a position paper to his
state medical society, which it passed unanimously, asserting that
tube feeding was not good medicine for end-stage dementia patients.
Dr. Nelson counsels families that when Alzheimer's patients can no
longer eat: "My advice is to let the patient die peacefully." 8
Unfortunately, Dr. Nelson’s approach is not the norm.
Inadequate physician training in palliative care and inexhaustible
Medicaid and private insurance company money for the
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inappropriately aggressive treatment of the dying maintain the status
quo of disgraceful care for many Alzheimer’s patients.
My Stepmother’s End-of-Life Care
My stepmother’s case serves to illustrate end-of-life care in a
high medical spending region—the San Francisco Bay area. By the
age of 93 years, she had had several heart attacks, breast cancer, and
a stroke that kept her from walking or using her left arm. She had
been legally blind from macular degeneration (an eye disease
common in elderly people) for years and was virtually deaf even
with her hearing aid. I hired full-time nursing attendants to care for
her in her home.
A fall in the bathtub caused fractures of her hip and upper
arm. Her primary care physician admitted her to the local hospital
and consulted an orthopedic surgeon. The surgeon wanted to operate
on the hip but could not communicate with my stepmother because
of her deafness, her pain, and the pain medicine. Since I was her
power of attorney for health care issues, he called me to obtain
approval to perform a total hip replacement. I explained that I would
not grant permission because my stepmother had not walked for the
past year due to a stroke and would never walk again with or
without a total hip replacement.
Over the next day, I received more calls asking for my
permission to operate. My stepmother’s primary care physician
expressed considerable irritation at my refusal to cooperate. Finally,
I told the primary care physician that I was the power of attorney for
health care, not my stepmother’s conservator. I said that a doctor
could explain the procedure and its purpose to my stepmother so that
she could understand it. If she agreed, then it would be her decision.
Later, the primary care physician called me from my stepmother’s
hospital room announcing that my stepmother had agreed to the
operation. The doctor put my stepmother on the phone. I asked my
stepmother what she understood to be the purpose of the operation.
My stepmother replied, “I don’t know.” I told her that the doctor
told me that the operation would allow her to sit up rather than
having to lie down all the time. My stepmother responded that she
could already sit up.
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Despite this obvious lack of informed consent, the hip
replacement surgery proceeded as scheduled. I subsequently
dismissed the primary care physician and found another one who
turned out to be no better than the first. One year later, my
stepmother had a second stroke and had another miserable time in
the acute care hospital. Because she screamed loudly and frequently,
the doctors sedated her heavily with tranquilizers. After my
stepmother returned home, I requested that the new primary care
physician place my stepmother on a home hospice program, so she
would not need to be readmitted to the hospital. The primary care
doctor did not approve of a hospice program for my stepmother
because, “she is not terminal.” I consulted the physician medical
director of a local hospice agency for a second opinion. He did not
want to alienate primary care doctors in the community, so he
declined to admit my stepmother to his hospice program.
About three months after my efforts to have her admitted to a
hospice program, my stepmother developed pneumonia. Because
she was not a hospice patient, the caregivers rushed her to the
hospital emergency room. The primary care physician admitted her
and administered fluids and antibiotics intravenously. Within 12
hours of admission, my stepmother died. When the primary care
doctor called to tell me of my stepmother’s death in hospital, I said
that I was very sorry that my stepmother died alone in hospital
rather than at home with her caregivers as she had wished. The
doctor offered no response.
The first primary care physician received $419 from
Medicare for the seven-day hospitalization for the hip replacement
surgery. The surgeon received $1,126. The hospital netted $14,087.
Medicare paid other various specialists about $700. My stepmother
had physical therapy, occupational therapy, speech therapy, and
social service home visits after her second stroke, for which
Medicare paid $7,603. The invoice from Medicare concerning the
home care showed that the vendor only billed $2,111 for services. I
called Medicare to report the discrepancy. The representative told
me that Medicare paid $7,603 instead of the $2,111 billed, due to a
computerized analysis of the various diagnostic codes rather than the
amount actually billed by the vendor. No amount of reasoning with
the Medicare bureaucrat made any difference. My stepmother was
too disabled to benefit from any of this therapy anyway.
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For her final unnecessary 12 hours in the hospital for the
pneumonia, Medicare paid the hospital $6,847.
Futile Treatment in a Man with Liver Failure
Earl, a friend of mine, acquired hepatitis C as a young man.
He also suffered with alcoholism until about the age of 45 when he
quit and joined Alcoholics Anonymous. A liver biopsy at that time
showed cirrhosis. I met Earl when he was about 55 and doing
outdoor manual work. He retired early because of his liver disease,
but led an active life, including working on cars, hiking in national
parks, and participating in a meditation group.
Because of the liver disease and hepatitis C infection, Earl’s
doctor prescribed peginterferon alfa-2a (Peg-intron) plus Ribavirin
(Rebetol). 9, 10 (See Chapter 19 regarding the lack of evidence of
effectiveness of these drugs in prolonging life.) Once before Earl
had taken these drugs but quit because of side effects including flulike symptoms and depression. This time he was determined to
persevere and “cure” the damaged liver. After about one month on
the drug, Earl’s abdomen began to enlarge and his legs became
swollen. The swelling led to a skin infection on one leg that required
a hospitalization for intravenous antibiotics. He developed anemia
(low red blood cell count) severe enough that he had regular
injections of erythropoitin (Procrit), a hormone to increase red blood
cell production. The hepatitis C drugs along with the abdominal
swelling with liquid from liver failure killed his appetite.
It was apparent to me that before the hepatitis C drugs, he
had compensated liver failure and could function independently and
reasonably well. By stressing his delicate system with daily fevers
and fewer red blood cells and contributing to his malnutrition, the
drugs actually pushed him into uncompensated liver failure. His
muscles were wasting and he could no longer drive due to
alterations in consciousness from the liver failure.
I read the prescribing information on peginterferon alfa-2a
and ribavirin from the package inserts.9, 10 They said not to use these
drugs in people with uncompensated liver failure and, if the liver
function deteriorates during treatment, to stop the drugs. I feared
that these drugs would kill my friend and urged him to speak with
his doctor about stopping them. Earl acknowledged that the drugs
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were very hard on him and that he felt much worse taking them.
However, he said that his hepatitis C viral count in his blood had
gone from over 600,000 to undetectable because of the drugs. His
liver enzyme blood tests that monitor inflammation in the liver had
also improved significantly. His doctor wanted him to complete a
six-month course.
After two more hospitalizations, Earl asked his doctor to stop
the drugs. For about a month he had a slight symptomatic
improvement because he no longer had the toxicities of the drugs.
However, Earl never returned to a stable compensated liver disease
state.
Earl never married, had no children, and lived alone. He had
many friends and a sister that lived about 100 miles away. I did not
think that a liver transplantation service would accept him as a liver
transplant candidate because his friends and family were not up to
the demands required to support him through a transplant.
Consequently, I felt that a switch to hospice care was appropriate
when he developed uncompensated liver failure. However, since I
was not the treating physician, I hesitated to suggest it until Earl’s
doctor had ruled out a liver transplant.
The doctor deferred putting Earl on the liver transplant list
because it required approval of a transplantation committee that met
infrequently. Weeks went by without a decision while Earl had two
more hospitalizations to drain fluid from his swollen abdomen. On
the next hospitalization, I suggested to Earl and his sister that he
refuse to be discharged until they determined whether or not he was
a liver transplantation candidate. They tried but the doctor still
would not commit one way or the other. Earl, his sister, and friends
maintained hope that he would be cured with a liver transplant.
Earl had signed an advanced directive for health care,
designating his sister as his power of attorney. He did not want to
have futile attempts to prolong his life if he was terminally ill. Of
course, until his doctor determined that Earl was not a transplant
candidate, this document meant nothing.
While I was on an out of state trip, friends brought Earl to an
emergency room because of another deterioration. The emergency
room doctors put a breathing tube into his lungs and connected him
to a breathing machine. His heart stopped three times. They gave
him electrical shocks and cardiopulmonary resuscitation
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successfully the first two times, but Earl could not be revived the
third time. This was definitely not the way that he wished to die.
After Earl died, his doctor told his sister that they had done
all that could be done medically. He also told her that the committee
had determined that Earl was not a liver transplant candidate
because he did not have a sufficiently committed and available
support system. Earl’s sister was very unhappy at the way he was
treated and considered suing Kaiser hospital and the doctors. In the
end, she decided against it.
This is a classic case of the treatment worked but the patient
died. The hepatitis C antiviral drugs’ success in reducing the viral
load and liver inflammation did not lengthen Earl’s life and might
well have shortened it. In any case the drugs made his last months
much more miserable because of the severe side effects.
My Experience with Hospice Care in Great Britain
Until I finished my medical oncology fellowship, I was in
the conservative wing of mainstream North American doctors,
regarding treatments for patients with advanced diseases. My views
became even more conservative while I studied hospice medicine in
England at the end of my fellowship.
Over the course of one month in 1979, I served as assistant
physician on hospice teams in London, Oxford, and Worthing.
During that time, I participated in the care of over 100 cancer
patients. Only one had poor pain control, and the morphine dose for
that patient was still in the process of being adjusted. The superior
quality of symptomatic care that these cancer patients received
astounded me.
I was also amazed at my lack of knowledge of how to
effectively prescribe medication to control the symptoms of the
terminally ill. Previous to my experience in England, I literally did
not know that I did not know how to effectively treat pain and
symptoms. In some cases a junior doctor one year out of medical
school taught me techniques of adjusting doses of morphine and
related medicines that I had not learned in six years of post graduate
training in internal medicine and medical oncology. The English
hospice consultants, nurses, and social workers showed me a manner
of caring for patients that I could not have learned by reading books
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or attending lectures. They masterfully translated hospice
philosophy and treatment knowledge into addressing the complex
physical, psychological, social, and spiritual issues to help patients
live fully and comfortably for whatever time their disease processes
allotted.
At the end of the experience, I resolved to bring this quality
of holistic care for the terminally ill—palliating the physical,
psychological, social, and spiritual suffering—to my teaching
position with the LA County – Department of Health Services. My
perspective on medicine and on life would be forever changed.
Indeed, for nine years, I directed the Pain and Palliative Care
Service at the LA County + USC Medical Center where three nurses
and I consulted on over 2,000 cancer and AIDS patients. Most of
those patients remained at home with family or in nursing home
beds under the care of hospice teams until their deaths. Hundreds of
interns and residents in training and nurses learned to
compassionately and effectively care for the terminally ill through
their experiences with those patients.
This experience showed me that we can greatly reduce the
futile treatment given to terminally ill patients in this country, but it
will require training doctors and nurses in palliative care and
supporting the early use of palliative care approaches. If physicians
are taught to discuss prognoses honestly with patients at each
appropriate opportunity and, where indicated, offer pain and
symptom management (palliative care) as a better option than
continuing to aggressively battle the cancer, demands by patients
and their families to do everything possible (i.e., the technological
imperative) would be significantly reduced.
Most importantly, the problem will not be solved until the
profit is taken out of futile treatments.
The Cost of Futile Care
A study from San Diego published in 1992 found that the
average cost of the last month of life of cancer patients was
$19,500.11 Acute-care hospitalization accounted for three-quarters of
this cost. The alternative of early referral to a certified hospice
program would have generated only about $3,000 from Medicare,
Medicaid or private insurance, almost none of which would have
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gone to hospitals or the oncologists. About $15,500 per cancer
patient was wasted on futile treatment in the last month of life for
each person who died of cancer in 1992. Adjusting for health care
inflation,6 $31 billion will be squandered on inappropriately
aggressive treatment in the last month of life for the 550,000 cancer
patients who will die in 2007.
In the United States, about three-quarters of the 2.4 million
people who died in 2001 were over 65 years old.12 Between 70% –
80% of deaths occurred in hospitals or nursing homes. Most people
who die of cancer (550,000 per year), congestive heart failure
(300,000 per year), liver failure (26,000 per year), respiratory (lung)
failure (124,000 per year), Alzheimer’s disease and other dementias
(49,000 per year), and AIDS (16,000 per year)12 have an advanced
phase of the illness during which palliative care is most appropriate.
In at least 1 million of the 2.4 million deaths per year in the U.S., an
advanced or terminal phase exists and hospice care alone without
aggressive interventions should be employed. However, aggressive
treatments attempting to prolong life in terminally ill people
typically continue far too long. Aside from chemotherapy for
unresponsive cancers (Chapter 16), I estimate that 500,000 to 1
million Americans in 2007 will receive painful and expensive futile
end-of-life treatments.
The Centers for Medicare and Medicaid Services reports that
about 30% of Medicare funds are spent in the last six months of life
and 15% in the last 60 days of life.13 This percentage changed little
between 1976 and 198814 and probably applies to the $709 billion
that will be spent for Medicare recipients (from Medicare, Medicaid,
other insurance, and out of pocket) in 2007.6, 13 Of course, futile
treatments can be given for longer than the last two months of life
and can be prescribed for terminally ill people who are too young
for Medicare insurance. Other than chemotherapy for unresponsive
cancers (Chapter 16), I estimate that $70 to $140 billion will be
spent on futile treatments for terminally ill people in 2007.
Compared to these dizzying figures for futile treatment, the
estimate of national expenditures devoted to hospice care is $9.1
billion in 2007.6, 13 Consequently, the political and economic
pressures to keep dying patients away from hospice as long as
possible are tremendous. The short survival time for terminally ill
patients referred to hospices in the U.S. (25-day median time on
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hospice) indicates how late in the course of illnesses that hospices
are called and patients referred. Few patients, health care workers, or
health policy experts realize that dysfunctional economic forces,
such as the way that health care is reimbursed, cause this tragedy.
Health care providers are paid to do more tests and treatments,
rather than to ensure patient comfort and dignity at the end of life.
Conclusion
About 70% of the care of the dying in the U.S. is
government funded (i.e., Medicaid, Medicare, Veterans
Administration Medical Centers, etc.). Medicare data comparing
different regions of the country show that more intensive care unit
days and expensive and uncomfortable procedures for the terminally
ill do not significantly prolong life. In the current cost-competitive
medical environment, we cannot expect that hospitals and care
providers will agree to lose competitive financial advantage or go
out of business by giving the most appropriate care of the dying. But
this is exactly what the government reimbursement systems expect
them to do. As hospitals are increasingly competing for patients in
order to stay open, those that encourage early hospice referrals are
more likely to close than those in which most terminally ill patients
spend days or weeks with doctor-caused suffering like in the cases
of Mr. K. and Mr. Brown.
We could save $70 to 140 billion currently spent on futile
care by restructuring the financial incentives to favor early referrals
for state-of-the-art palliative care.
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Chapter 18
Drugs For “Off Label” Indications
We refer to the use of a drug for an indication that is not
approved by the FDA as an “off-label” use. Once the FDA approves
a drug for any indication, a licensed physician can prescribe it for
any medical purpose. Off-label prescription drugs account for up to
40%1 to 50%2 of all prescriptions written each year.
Sometimes the drug works for the off-label purpose, but the
pharmaceutical company does not want to fund the required trials to
seek FDA approval. In other cases, the placebo response may be
doing the job while the drug company collects the money. Alternates
to drugs may be safer and more effective for many indications.
Drug Safety Issues
While all medications have risks, off-label medications carry
the additional risks that the instructions (package labels) do not tell
the doctor how to use it for the particular indication. Some argue
that it doesn’t matter, since fewer than one in 10 physicians
routinely read drug labels and previous major changes to drug labels
have done little to stop dangerous prescribing habits by physicians.3
The FDA plans an overhaul of the information required on
the package inserts of drugs emphasizing "highlights" about a drug's
risks and benefits. They reason that simpler language and clearer
graphics will decrease confusion that can lead to errors in
prescribing and administering medication.
However, prescribing errors account for many of the 300,000
people who are injured and up to 98,000 that are killed in hospitals
every year because of medical errors.4 Consumer watchdog groups
fear that drug companies would not have to warn consumers about
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certain risks if the FDA decided that those risks did not warrant
inclusion on the insert.5
Quasi-legal and Illegal Off-label Marketing Methods
Drug companies are not permitted under FDA regulations to
market medications for off-label indications. However, because of
the major financial incentives to market drugs for multiple
indications, many drug companies have found quasi-legal and some
illegal methods of promoting their medications for off-label
indications anyway.
According to the Senate Finance Committee, 23 drug makers
spent a total of $1.47 billion in 2004 on “educational grants,” or an
average of $64 million per company.2 Much of this spending was to
promote off-label uses for drugs. As recently as the mid-'90s, the
FDA tried to block companies from sending research material
promoting off-label drug uses directly to doctors. The drug industry
successfully sued claiming the practice was constitutionally
protected as free speech. The FDA still requires that drug companies
distribute off-label indication research only after a physician has
requested it.1
As a lucrative method of marketing drugs for off-label uses,
drug companies pay practicing physicians to prescribe the
medications and to send the results to the drug companies. They call
it research, however, in legitimate clinical investigation the patients
do not pay for the drugs. Voluntary guidelines instituted by the
pharmaceutical industry in 2000 to ban most gifts and payments to
doctors have done little to curb this type of abuse.1
Some examples of drug companies exploiting the doctor’s
ability to prescribe drugs for off-label indications are below.
Gabapentin (Neurontin)
My wife nursed a man with severe amyotrophic lateral
sclerosis (ALS or Lou Gehrig’s Disease), which causes gradually
increasing paralysis. This gentleman found on the Internet that
gabapentin had been touted as a help to ALS patients. He
consequently took $200 worth of gabapentin each month without
any benefit in his total paralysis.
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The FDA approved gabapentin, manufactured by ParkeDavis and now Pfizer, in 1998 as a second-line seizure medication.
The FDA prosecuted Pfizer and Parke-Davis for promoting
gabapentin for off-label uses. Court documents from 2002 allege
that Parke-Davis knew that pain management, psychiatric disorders,
anxiety, and depression were immense markets which, if tapped,
could yield enormous profits from sales of gabapentin. The drug
companies promoted gabapentin for these off-label indications as
well as bipolar disorder (manic-depression), attention deficient
disorder, and migraine headaches.6
Trying to exploit an FDA loophole in the ban on marketing
drugs for off-label indications, Parke-Davis supported the
production and distribution of many publications supposedly written
by independent researchers who purportedly described the scientific
evaluation of gabapentin. By various quasi-legal and allegedly
illegal means, Parke-Davis paid doctors to increase their
prescriptions of gabapentin and supported a speakers bureau that
paid physician speakers who endorsed off-label uses of gabapentin
up to $3,000 per lecture.6
These marketing strategies caused the desired attention by
physicians. In my lectures on cancer and AIDS pain management, I
frequently got questions about the efficacy of gabapentin in treating
pain. I responded that no trial had shown gabapentin to be effective
and that several other less expensive “co-analgesics” (helper pain
medications used together with narcotics) had been found to
improve pain control.
In May 2004, Pfizer Inc. agreed to plead guilty and pay a
$430 million fine to settle federal criminal charges that it promoted
gabapentin for uses for which it had no scientific support. Pfizer got
off easy; about 90% of gabapentin's $2.7 billion in sales in 2003
were for off-label uses.1
Interferon gamma-1b (Actimmune)
The FDA approved Interferon gamma-1b to treat only two
rare diseases that together afflict just 800 Americans. However,
virtually all the estimated $160 million in sales for 2003 came from
treating idiopathic pulmonary fibrosis, a disease that scars the lungs.
This often-fatal disease afflicts 50,000 to 75,000 people in the U.S..
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Interferon gamma-1b costs each patient about $50,000 a year, for
injections three times a week.7
A small pilot study, involving 18 patients, reported in the
New England Journal of Medicine showed benefit with Interferon
gamma-1b for idiopathic pulmonary fibrosis.8 A subsequent more
definitive trial, involving 330 patients, showed that Interferon
gamma-1b did not help lung function better than placebo.9
Modafinil (Provigil)
In 1998, the FDA approved modafinil, manufactured by
Cephalon, a company in West Chester, Pa., and sold under the brand
name Provigil, for the indication of narcolepsy (periodic attacks of
an uncontrollable desire for sleep). Subsequently, obstructive sleep
apnea and shift work have been added to the indications. Narcolepsy
is usually associated with cataplexy, sudden episodes of muscular
weakness associated with an emotional stimulus such as laugher,
fear, or anxiety. An estimated one in 2,000 people in the U.S. (about
150,000) have narcolepsy but very few are diagnosed.10 Modafinil
keeps these people awake even better than coffee and generally has
only minimal side effects—mild headache and slight nausea.
About 75% of Modafinil sales (nearly $400 million in 2004)
come from attention deficit hyperactivity disorder, depression and
other unapproved indications. A one-month supply costs $120 or
more. Cephalon paid for video and audio segments for use in
newscasts to detail how Provigil can be used to treat attention deficit
disorder in children and depression in adults. The segments were
distributed to hundreds of television and radio stations around the
country. In the video, a research physician funded by Cephalon touts
Provigil as a drug to treat attention deficit disorder with fewer side
effects than Ritalin or other drugs. In the audio format for radio ads,
the announcer says that preliminary research data indicates that,
“Provigil, taken along with the antidepressants Paxil or Prozac,
helped patients almost immediately.” The company maintains that
this news release is informing the public of important scientific
discoveries and not marketing their drug.11
Workaholics who wish to accomplish more, medical interns
and residents on frequent night duty, and college students studying
for finals are prime marketing targets. Cephalon would like to
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market modafinil over-the-counter to anyone but is forbidden by the
FDA from doing so.12
We know that sleep deprivation adversely affects
performance, blood pressure, heart rate, insulin, and various
hormone secretions. Chronic sleep deprivation weakens the immune
system, increases the likelihood of illness, and may shorten the life
span.13-19 We do not yet know the long-term side effects of
modafinil.
Thalidomide (Thalomid)
In the 1950s, a sleeping pill named thalidomide marketed in
Europe caused thousands of fetal deaths and hundreds of babies
were born with absent or very deformed limbs. It interferes with the
development of blood vessels (angiogenesis).20 The U.S. FDA
fortunately kept it off the market. In the 1990s, the FDA approved
thalidomide for the treatment of leprosy, now a rare disease. Now
more than 90% of the $119 million in sales of thalidomide are for
multiple myeloma (a bone marrow cancer) and other cancers, not for
its approved use. Celgene, maker of Thalamid, has not submitted a
request to the FDA for approval for multiple myeloma.7, 21 As
Thalomid became an accepted cancer treatment, Celgene increased
the price roughly fivefold in six years, and a 100-milligram capsule
sells for $70.47 in the United States. In Brazil the same 100milligram capsules of thalidomide costs 7 cents.21
Cost Considerations
Of the $239 billion Americans will pay for prescription
drugs in 2007, up to $120 billion will be spent for off-label
indications.1, 22 In addition to off-label drugs for weight loss
(Chapter 4) and cancer chemotherapy (Chapter 16), I estimate that in
2007 Americans will spend between $40 billion – $60 billion for
drugs used for off-label indications for which the risks are greater
than the benefits. No good estimate of the deaths and non-fatal
adverse reactions is available for off-label indications for drugs.
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Chapter 19
Other Ineffective Tests and Treatments
In recent years medical journals, newspapers, and other
media have frequently covered stories about standard orthodox
medical tests and treatments that have been found not to work. It
makes you wonder about how many other worthless, dangerous, and
expensive interventions remain in standard medical practice. I do
not claim to mention them all, but I will comment on a
representative sample of ineffective tests and treatments that have
been recently reported in the media and medical literature.
Hormone Replacement Therapy (HRT)
In my years of supervising medical residents in LA County +
USC Internal Medicine Clinics, the question of starting or
continuing hormone replacement therapy (HRT) frequently came
up. Most of my residents did not yet have medical licenses, so I
would have to countersign all their prescriptions and their progress
notes in the chart. They generally embraced the prevailing medical
opinion that all menopausal women should take HRT to prevent
heart disease and bone fractures due to thin bones (osteoporosis).
The chief of obstetrics and gynecology at USC gave a major lecture
to the internal medicine department, endorsing HRT.
I told my residents that the overall value of HRT was
controversial and that they needed to research the medical literature
and decide for themselves whether the benefits of HRT outweighed
the risks. I added that I always prescribed HRT for women with
severe menopausal symptoms but not for fracture or heart disease
prevention. I believed the risks exceeded the benefits. I still ended
up signing many prescriptions for HRT as preventive medicine for
the residents who wanted to prescribe them.
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In July 2002, the Women’s Health Initiative, a $600 million
government-funded randomized trial, reported that HRT does more
harm than good.1, 2 Estrogen and progestin supplements significantly
increase rates of breast cancer, stroke, heart attack, and blood clots
in the lungs.1, 2 For the 10 million American women who took HRT
in 2002,3 this translates into 31,000 additional cases of breast cancer,
stroke, heart attack, or blood clots in the lungs every year. A recent
report suggested that hormone therapy also doubled the risk of
Alzheimer's disease and other types of dementia in women who
began the treatment at age 65 or older.4, 5
According to IMS Health, a company that tracks drug sales,
426,000 fewer estrogen prescriptions were filled in August 2002
than the 5.5 million filled in June 2002—only about a 10% decline.
Subsequently, there has been a further decrease in sales. Considering
the price of HRT (about $400 per year)6, 7 and at least $400 per year
for doctors’ visits to get the prescriptions, HRT will still cost
American women about $4 billion in 2007. Perhaps, $1 billion is
justifiable for women with severe menopausal symptoms who take
HRT temporarily.
What started the widespread use of HRT in the first place?
Was it evidence-based medicine?
No!
Wyeth-Ayerst, the manufacturer of Premarin and Prempro,
hired Dr. Robert Wilson to write, “Feminine Forever,” a book
extolling the value of HRT in making women young again. The
book became a best seller and Wyeth-Ayerst paid Dr. Wilson to
lecture to women’s groups all over the country.8 No scientific trials
were involved.
Heart Rhythm Drugs
Numerous studies have confirmed that irregular heart beats
(ventricular arrhythmias) in people with coronary artery disease
(CAD) are associated with a higher risk of sudden death. In the
1980s, the FDA approved flecainide (Tambocor) and encainide
(Enkaid), anti-arrhythmic drugs, for patients with life-threatening
symptomatic arrhythmias, causing dizziness, fainting, or
uncomfortable awareness of irregular heart rhythm).9 Trials showed
that flecainide and encainide could also suppress ventricular
274

premature contractions associated with an increased risk of sudden
death in asymptomatic patients.
When treating symptomatic ventricular arrhythmias, the
drugs often reduce fainting and dizziness (clinical endpoint) which
helps people. While the drugs improve the electrocardiograms in
asymptomatic patients (surrogate endpoint), no scientific evidence
had proven a reduction in risk of sudden death in those patients
(most important clinical endpoint). Despite the lack of proof, many
physicians prescribed these antiarrhythmic drugs to asymptomatic
cardiac patients with ventricular premature contractions.
In 1989 the Cardiac Arrhythmia Suppression Trial, a
randomized study, showed that these drugs caused an excess of 33
arrhythmic deaths per 1,000 patients in less than a year.9 Before the
results of this trial curbed the practice of prescribing antiarrhythmic
drugs to suppress asymptomatic ventricular premature contractions,
these drugs caused an estimated 50,000 deaths in the U.S..10
Routine Checkups
According to surveys by the Centers for Disease Control and
Prevention, routine checkups for people with no medical complaint
accounted for about 64 million office visits, out of 823.5 million
total visits in 2000 (7.8%). At $120 to $150 per visit (and $2,000
and up "executive physicals"), routine checkups will cost $11.9
billion in 2007.11-13 Evidence-based medicine has not found these
routine checkups reduce the morbidity or mortality of any diseases.
It would be better to put that money into health promotion activities.
Memory Pills for Alzheimer’s Disease Patients
About 4.5 million U.S. residents suffer from Alzheimer’s
disease. One million of these people use rivastigmine (Exelon),
galantamine (Reminyl), tacrine (Cognex), donepezil (Aricept), or
memantine (Namenda)—drugs that are supposed to improve
memory. To document the rate of cognitive decline in Alzheimer’s
disease patients, trials funded by drug companies used assessment
instruments with impressive names like “Clinician's InterviewBased Impression of Change Plus Caregiver Input (CIBIC-Plus) and
the Alzheimer's Disease Cooperative Study Activities of Daily
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Living Inventory modified for severe dementia (ADCS-ADLsev).14
These methods for testing Alzheimer’s disease patients are designed
primarily to obtain FDA approval for drugs. For example, being able
to name three fruits in a minute instead of two may be considered a
significant improvement. One trial that reported that donepezil
(Aricept) delayed placement in a nursing home by 21-months15 was
felt by many researchers to be flawed.16 However, these studies
succeeded in obtaining FDA approvals. Consequently, memoryenhancing drugs will cost $1.5 billion in 2007 in the U.S..12, 13, 16
Since the British Government pays for Alzheimer’s disease
treatment drugs, the British National Health Service funded a study
to determine if they work.17 This trial found that memory drugs do
nothing to keep Alzheimer’s disease patients out of nursing homes
or to help with their functioning at home.
The Alzheimer’s Association spokesperson suggested that
the British trial should "not dictate individual treatment decisions."
Janssen, Inc., makers of galantamine (Reminyl) and Pfizer, Inc.,
makers of donepezil (Aricept) provide major financial support for
the Alzheimer’s Association. Other sponsors include Amgen, Inc.,
Aventis Pharmaceuticals, Eli Lilly & Company, Hadrian Inc.,
Horizon Pharmaceutical Company, Novartis Pharma, makers of
rivastigmine (Exelon), and Schering-Plough Corporation.18 There is
no evidence that the British National Health Service study slowed
down the use of Alzheimer’s disease treatment drugs in the U.S.. A
recent review of the topic advocates considering no deterioration
while taking the drugs a clinical success and beginning the drugs as
early as possible in people with probable Alzheimer’s disease.19
Toxicity of Memory Pills for Dementia Patients
In a study of 974 patients with dementia related to heart
disease, 11 deaths occurred among the patients taking Aricept, while
no deaths occurred among those taking placebos. In another
placebo-controlled trial, Alzheimer's disease patients treated with
Reminyl died at a significantly higher rate than those who received
placebos. Since Aricept, Reminyl, and similar drugs slow the heart
and constrict the respiratory passages, the findings of these trials are
unlikely to be flukes.20
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No Cervix? Have a Pap Test Anyway
Women who have had hysterectomies for cancer of the
uterine cervix and those who have hysterectomies in which the
cervix is left need to continue having Pap tests to screen for early
cervical cancer. However, almost 10 million women, or half of all
women who have undergone hysterectomy, continue to receive
routine Pap tests for no good reason.21 No professional organization
recommends Pap tests for most women after a hysterectomy, but
published guidelines by the U.S. Preventive Services Task Force,
American College of Obstetrics and Gynecology, and others have
been unsuccessful in stopping the practice. Each test costs $20 to
$40,22 so between $200 million and $400 million will be wasted on
these unnecessary tests in 2007. False positive tests occur, causing
patients anxiety and increasing the expense.
The “War on Drugs”
About 53% of all U.S. adolescents have tried an illicit drug
by the time they have finished high school.23 Consequently, the war
on drugs targets over 100 million U.S. residents. Police make about
1.7 million drug arrests in this war per year, and about half of
incarcerated Americans are in jail for nonviolent drug offences. In
Amsterdam, where marijuana, hashish, and psychedelic mushrooms
can be sold freely in certain shops, surveys report that use of most
drugs is lower than in the United States, illustrating the futility of
this $30 billion per year24 battle.
The Brooklyn borough of New York City launched a Drug
Treatment Alternative-to-Prison program in 1990 because the court
system had an overwhelming number of crack cocaine convictions.
One study of substance abusers in Brooklyn compared drug
offenders who went into a structured recovery program (280 addicts)
with 130 addicts convicted of the same drug-related crimes who
served prison terms. It found that those in the rehab program were
67% less likely to return to prison and 3 ½ times more likely to
have a job after they left the program than before they went in. The
15 – 24 month program includes treatment, counseling, and job
training in a strictly monitored environment. It costs the government
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$33,000 to send an offender through the treatment program versus
$64,000 for prison.25
Drug and alcohol abuse is an epidemic and should be treated
as a medical problem rather than a law enforcement problem or
moral failing. A recent U.S. Center For Disease Control and
Prevention report found that 10% of students who needed drug
abuse treatment received it, and of those who did receive it, 25%
received enough.26 We need to shift resources away from
incarceration and toward the prevention and treatment of people
with addictions.
Out of $12.7 billion of projected U.S. government spending
for the “war on drugs” in 2007 (not counting incarceration costs),
$6.8 billion will go to interdiction, using police or military methods
to reduce the availability of illegal drugs. Most of the rest goes to
drug abuse prevention ($2.1 billion) and treatment ($3.6 billion).12, 27
The enormous cost of incarcerating illegal drug users is in addition
to interdiction costs. Not only has the interdiction component of the
war failed miserably to reduce availability of illegal drugs, it has
increased the cost to users, the profits to peddlers, and the amount of
drug-related crime.
COX-2 Inhibitor Drugs— Rofecoxib
(Celebrex), and Valdecoxib (Bextra)

(Vioxx),

Celecoxib

On September 30, 2004, Merck announced that it was
voluntarily withdrawing rofecoxib (Vioxx) from the market. Since
almost 2 million people took rofecoxib in 2003 paying about $2.5
billion, this is the largest drug withdrawal in FDA history.28 The
safety committee for a study of rofecoxib in colon polyp patients
recommended stopping the study and withdrawing the drug because
it doubled the rate of heart attacks and strokes.
This was hardly the first study that signaled a safety problem
with rofecoxib. The FDA approved rofecoxib in 1999 on the basis of
a trial showing a rate of stomach bleeding that was about half the
rate as naproxen (Aleve, Naprosyn, Anaprox, Naprelan). Only when
Merck finally published the results of that trial 18 months after FDA
approval, did government regulators and interested observers know
that the heart attack rate with rofecoxib was five times as high as
naproxen.29 The FDA called a meeting about the heart attack
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problem in February 2001 but did not demand further safety studies.
A commentary published in JAMA in August 2001 strongly
recommended further safety studies.30
Faced with a blockbuster drug that had major safety
concerns, Merck launched a $100 million direct to the consumer
disinformation campaign to protect their investment. A Merck press
release stated, “Merck Reconfirms Favorable Cardiovascular Safety
of Vioxx.” Merck also funded numerous medical “educational”
symposiums in national meetings attempting to counter the data
concerning cardiovascular risks of rofecoxib.31 Several
observational studies, one with 1.4 million patients showed more
adverse cardiovascular events with rofecoxib. Merck continually
repeated that only a randomized trial would be scientifically valid.32
Yet Merck had no interest in funding a randomized trial and the
FDA only required that Merck add a caution about the
cardiovascular risk to the label of rofecoxib in April 2002.
The rofecoxib study showed the increased cardiovascular
risk only after 18 months. Randomized trials of celecoxib (Celebrex)
and valdecoxib (Bextra), both made by Pfizer, have lasted only up to
one year and have not included patients at high risk of
cardiovascular disease.
Dr. Anne Trontell and Dr. Paul Seligman, deputy director
and director of the FDA Office of Drug Safety, respectively, have
actively impeded the process of evaluating the potential
cardiovascular risks from the COX-2 arthritis drugs, according to email messages at the FDA. After Merck voluntarily withdrew
Vioxx, Dr. David Graham, an official in the FDA's Office of Drug
Safety requested permission to submit a study comparing rofecoxib
(Vioxx), celecoxib (Celebrex), and other arthritis pain drugs that he
had co-authored with Kaiser Permanente physicians. The study
showed that rofecoxib caused over 5,000 sudden cardiac deaths and
over 22,000 heart attacks from 1999 to 2003.33 Dr. Graham also
proposed using the same method to evaluate existing data from
Kaiser Permanente arthritis patients to determine if other COX-2
drugs, valdecoxib (Bextra) and meloxicam (Mobic), might also
increase cardiovascular risks.
In his notes on an Oct. 29 meeting with Dr. Seligman, Dr.
Graham writes that he, Dr. Mosholder (an FDA scientist who
evaluated the suicide risk of antidepression medication in children
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and adolescents: Chapter 12) and others in the Office of Drug Safety
feel that "the review and clearance process had been turned into a
battleground, full of contention and intimidation because our
managers, the people who fill out our performance evaluations, had
created a system where it was taking a great risk to stand firm in our
scientific beliefs."34
Until proven that they do not increase cardiovascular risk, all
of the COX-2 inhibitor medications should be considered to increase
the risk of fatal and non-fatal heart attacks and strokes. I think that
they should remain on the market but reserved for treating the pain
of terminally people or those who cannot take older non steroidal
anti-inflammatory drugs because of the risks of gastrointestinal
complications. In the month following the announcement of the
results of the colon adenoma prevention trial, which showed a major
increase in heart attacks and cardiovascular deaths with celecoxib
(Celebrex),35 sales of the drug dropped to about half the previous
month.36 It is too soon to say how many of the estimated 64,000
fatal and non-fatal heart attacks and strokes per year in the U.S.
previously caused by COX-2 inhibitors30 will still occur because of
inappropriate use of celecoxib (Celebrex).
At this point, everyone is abundantly clear about the
cardiovascular risk of COX-2 inhibitors, so, in selected patients for
whom they are truly indicated, I would no longer consider them
inappropriate to use.
Cough
Of the estimated 829 million visits to office-based physicians
in the United States, approximately 29.5 million (3.6%) are for
cough. Cough due to colds is particularly common in children. As a
result of a thorough analysis by chest medicine specialists, the
American College of Chest Physicians issued a strong
recommendation against the use of over the counter cough and cold
medications for children age 14 years and younger.37, 38
Chronic cough due to upper airway cough syndrome
(previously named postnasal drip syndrome), asthma, and
gastroesophageal reflux disease (GERD) should be approached by
treating the underlying condition. Cough is one of many reasons for
smokers to quit tobacco.
280

Codeine-containing cough suppressants work. They do
provide temporary relief from severe dry cough. Under a physician’s
care, codeine has a major role in the treatment of severe cough in
some cases. We need more research into natural ways to treat
cough—diet, sauna, rest, nasal saline rinses, exercises with inverted
postures, etc.
Why Antiviral Drugs for Hepatitis C are Unproven to Prolong
Life
Out of 4 million Americans infected with hepatitis C, the
long-term consequences of the virus (liver failure and liver cancer)
kill only about 10,000 a year in the U.S.. Each year, at least 80,000
people with hepatitis C die of something else. If you have hepatitis
C, drinking any alcohol and / or injecting any drugs increase the
chance of dying of liver failure or liver cancer. No diet studies in
hepatitis C patients have been reported, but a largely plant-based
diet would stress the liver less than the standard high protein, high
saturated fat, and high cholesterol diet.
The FDA approvals of peginterferon alfa-2b (Peg-intron),
interferon alfa-2b Intron-A), ribavirin (Rebetol and Copegus) and
peginterferon alfa-2A (Pegasys) have depended on randomized trials
using the surrogate endpoint of reducing the number of hepatitis C
viruses in the blood and the amount of liver inflammation.39-45 The
drug companies never had to show that the antiviral drugs actually
prolong life. Indeed, because of the severe toxicities, they may well
shorten life as in my friend, Earl (see “Futile Treatment in a Man
with Liver Failure” in Chapter 17).
Roche has been granted an expedited evaluation of its
application for approval of peginterferon alfa-2A (Pegasys) and
ribavirin (Copegus) for treatment of patients with both hepatitis C
and HIV infections.39 If approved by the FDA, which is likely, many
of the 300,000 U.S. residents with both infections may be treated.
Depending on the actions of the FDA, antivirals for treating hepatitis
C will cost $1 – $2 billion for the drugs alone in 2007. All of the
50,000 – 200,000 patients treated will have serious side effects. An
unknown number will die of the treatment, including some that
commit suicide due to the toxicities of the treatment.
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Unnecessary Hysterectomies
Over 20 million American women have had
hysterectomies—twice the rate of hysterectomies as British women
and four times the rate of Swedish women.46, 47 Hysterectomy is
undoubtedly the treatment of choice to cure uterine cancer.
However, more than 90% of hysterectomies in the U.S. are not done
because of cancer, but because a woman has fibroids, endometriosis,
abnormal bleeding or a prolapsed or fallen uterus. For all these
conditions less drastic surgery or non-surgical treatments are
available. The side effects of having a hysterectomy for some
women include a loss of sexual desire, arousal, and sensation,
shortening of the vagina, painful intercourse, psychological stress.48
In medical school, the gynecologists taught me that surgeons
should remove the ovaries of post menopausal women when
performing a hysterectomy because the risk of ovarian cancer later is
eliminated. However, a recent study shows that when women under
age 65 undergo hysterectomy for a reason other than cancer, leaving
the ovaries benefits long-term survival for women at average risk of
ovarian cancer.49 This is because, when the ovaries are removed,
risk of heart disease and osteoporosis (thin bones that are more
liable to break) go up.48
The RAND Corporation together with the University of
California-Los Angeles developed criteria for evaluating the
appropriateness of hysterectomies. An expert panel from the
American College of Obstetrics and Gynecology agreed upon a
second method of evaluating whether hysterectomies were needed
or not. Based on the RAND / University of California-Los Angeles
criteria, 70% of the hysterectomies were considered inappropriate
and according to the American College of Obstetrics and
Gynecology criteria 76% should not have been done.50
Consequently, of the 600,000 hysterectomies to be
performed in 2007 in the U.S.,47 at least 420,000 will be
unnecessary. From 250 – 500 women will die due to those surgeries
and 100,000 – 200,000 will have major complications. The cost will
be $10.8 – 11.5 billion.12, 51
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Lung Size Reduction Surgery for Emphysema Patients
For some patients with emphysema, a risky experimental
surgery to remove some nonfunctioning parts of the lungs seemed to
be of benefit. In the late 1990s, surgeons reported that many
patients, who required oxygen tanks and had to stop and rest every
few steps, improved enough after the operation that they could walk
steadily and breathe on their own. Almost like an orchestrated
promotional campaign, patients posted testimonials on Web sites,
hospitals advertised, and primary care physicians and lung
specialists referred their advanced emphysema patients to surgeons.
The operation and subsequent months of rehabilitation cost more
than $50,000.52
Some insurers paid for the surgery and others didn’t pay.
Patients and surgeons pressured Medicare to pay for the procedure
despite the lack of clinical trial evidence of benefit. Instead of
paying for all emphysema patients to have the procedure, Medicare
funded a randomized trial with about half of the patients receiving
the lung surgery and half having usual medical care.
Over all, patients in the study lived no longer, whether or not
they had the surgery. Complications and mortality of the surgery
were very considerable. In my view, the analysis should have
stopped at that point. However, the statisticians found some
subgroups of patients who had the surgery that found it easier to
walk and breathe.53 In the end, Medicare announced in May 2003 to
fund the surgery for certain subgroups of emphysema patients. Lung
surgeons expected an onslaught of referrals for the operation.
Interestingly, the emphysema patients were smarter than the
Medicare bureaucrats. When told of the trial results showing 10%
mortality risk and uncertain benefits of the operation, patients
stopped asking to be referred for the surgery. While health care
economists had predicted that the surgery may add $15 billion per
year to the Medicare expenditures, only 458 Medicare patients filed
claims for the surgery from January 2004 through September 2005,
at a total cost to the government of less than $10.5 million.52

283

Conclusion
These are relatively recent examples of ineffective tests and
treatments that have become orthodox and paid for by private and
government insurance programs. Medical history has thousands of
other examples of tests and treatments that became accepted by the
medical establishment and then became discredited. It is remarkable
how long it takes for proper studies to evaluate orthodox tests and
treatments and then how long it often takes for doctors to stop using
tests and treatments once they have been discredited by scientific
evidence.
With more time and resources, I could have found many
more recent ineffective and / or inordinately dangerous and costly
tests and treatments to add to this chapter.

284

Chapter 20
Nutritional Supplements—
No Evidence Required
Chances are about one out of two that you take a nutritional
supplement. About 1,000 different manufacturers provide
approximately 29,000 different supplement products consumed by
more than 100 million Americans.1, 2 Dr. Annette Dickinson,
president of the Council for Responsible Nutrition, a group that
represents the supplement industry, reports that 70% of Americans
sometimes take supplements—usually multivitamins or individual
vitamins and minerals—and 40% take them regularly.3
American consumers mistakenly believe that the FDA
regulates supplements like pharmaceutical drugs. According to a
2002 Harris Poll survey, the wrong perceptions about the federal
regulation of supplements include the following:2
•

•

•

68% of American adults believe the federal
government requires supplements to carry
warning labels about potential side effects.
59% of people believe supplements must be
approved by a government agency, like the Food
and Drug Administration, before they can be sold.
55% of people believe supplement manufacturers
are not permitted to make claims regarding safety
without solid scientific evidence.
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Scientific Evidence of Effectiveness Not Required for Health
Claims
An expensive political campaign by the supplement industry
freed nutritional supplement companies from FDA oversight in
1994. Previously, any health-related claim for a nutritional
supplement, like any drug, had to be supported by data from
randomized trials.
Since these supplements are naturally occurring substances
that cannot be patented by a pharmaceutical company, no company
has a financial incentive to pay for randomized trials to prove that
they are safe and effective. Even if trials were carried out and if they
showed a benefit, they probably wouldn’t increase sales in the
supplement industry above the already astounding 15% – 20% per
year growth that it has experienced over the last decade. If the
expensive trials found no benefit or more harm than good, then the
sales of the supplements tested might decline. Of more than 20,000
food supplements marketed in the U.S., only 46 have received even
a cursory independent safety review at the FDA.1 With the exception
of folic acid or folate, a B vitamin, used during pregnancy for the
prevention of fetal spinal cord defects and vitamin B12 for vegans
like me (a completely plant-based diets lacks vitamin B12), there is
no conclusive evidence of effectiveness for most nutritional
supplements. A single well-designed trial suggests that antioxidants
and zinc might slow the progression of age-related macular
degeneration, the leading cause of blindness in the elderly, and
calcium and vitamin D supplements might reduce fracture risk in
post-menopausal women.4
Labels on most supplements contain the phrase, "This
product is not intended to diagnose, treat, cure or prevent any
disease." This absolves the manufacturer of any liability if the
product doesn’t do what the label implies that it will.
The boom in the supplement industry seems to be driven by
the tendency in the U.S. to be suspicious of medical science yet
anxious to have quick results. Dr. Ronald Klatz of Chicago, the
founder and director of the American Academy of Anti-Aging
Medicine, dismisses randomized trials and other scientific
assessments of efficacy and safety saying, "We'd have to wait until
the baby boomers are dead and in the ground and worms' meat."5
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Ephedra
The death from heat stroke of Baltimore Oriole’s pitcher
Steve Belcher brought national attention to the risk of taking
ephedra to lose weight.6 Long before Belcher’s death, Public
Citizen’s Health Research Project called for banning ephedra.7
Products containing ephedra accounted for 64% of all adverse
reactions to herbs in the U.S. reported to the FDA in 2003, yet these
products represented only 0.82% of herbal product sales.8
In February 2003, Tommy G. Thompson, the secretary of
health and human services, said "Throughout America there
continue to be tragic incidents that link dietary supplements
containing ephedra to serious health problems in consumers who use
these products. I would not take ephedra. I would not give it to my
family. I don't know why anyone would take these products. Why
take the risk?"9 Yet, the FDA did not ban weight loss and bodybuilding supplements containing ephedra until April 2004 and even
then still allows it in some products.10
Echinacea
Over 14 million Americans use Echinacea, an herbal
supplement made from purple coneflower, to prevent or treat colds.
A placebo-controlled randomized trial of Echinacea found that it is
ineffective in preventing colds or alleviating cold symptoms.11 The
American Botanical Council, a nonprofit group that promotes the
use of herbal supplements, says sales of echinacea products in 2004
were about $155 million.11, 12 In the editorial that accompanied the
article in the New England Journal of Medicine, Dr. Wallace
Sampson, editor of The Scientific Review of Alternative Medicine,
commented that Echinacea was used for wound healing before the
days of antibiotics. This use has virtually disappeared, however,
Echinacea reemerged in the 1960's as a cold remedy, without
evidence that it would work.13
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Omega-3 Fatty Acids (Fish oil) Supplements
In the 1970s, researchers discovered that Greenland Eskimos
ate about as much fat as Danish people, but had many fewer heart
attacks.14 Eskimos consumed more fish, suggesting to scientists that
the omega-3 fatty acids in fish might protect the heart. They later
found that omega-3 fatty acids made the blood less likely to clot and
hypothesized that dietary enrichment with fish oil decreases
coronary heart disease by protecting against clotting.15
This finding led to a number of studies comparing the heart attack
rate in fish eaters and non-fish eaters. Most but not all of these
studies found that fish eaters had fewer heart attacks and coronary
artery disease deaths than non-fish eaters.16-22 Some showed that fish
eating did not reduce and may have increased heart disease.23, 24
However, none of these studies were randomized controlled trials,
so they could not rule out biased results from fish being associated
with a better diet overall or other causes. The randomized trials of
fish oil supplements showed results that were just as inconsistent as
the studies of eating fish.25, 26
In 1993, the U.S. Food and Drug Administration (FDA)
announced that it would not authorize the use of a health claim that
omega-3 FAs reduce the risk of coronary heart disease. They also
disallowed claims that three other supplements improved health.
Supplement manufacturers appealed this decision in court and
eventually prevailed.27 Consequently, the FDA reconsidered the data
and, on October 31, 2000, permitted the following health claim to be
included on the labels of fish oil supplements: “Consumption of
omega-3 fatty acids may reduce the risk of coronary heart disease.
FDA evaluated the data and determined that, although there is
scientific evidence supporting the claim, the evidence is not
conclusive.”28
Finally, a meta-analysis of all the properly done randomized
trials of fish oil supplements reported that these omega-3 pills do not
reduce the rates of heart attacks, strokes, or cancer.29
I wondered if the supposed benefit of fish might be because
fish eating is associated with less beef eating and more consumption
of plant-based foods. In the Diabetes Control and Complications
Trial nutritional database, Claudio Nigg, PhD, Amy Lanau, PhD,
and I found that patients who consumed the most omega-3 fatty
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acids in fish ate the least saturated fatty acids (the most important
nutrient risk factor for cardiovascular disease). Appendix 8 shows
the abstract of the article that we are submitting. In accordance with
our finding, a study from Greece found the more fish eaten the less
beef and the more fruits, vegetables and legumes consumed (P <
.001 for all).
These studies show that, while fish consumption often may
be associated with lower rates of cardiovascular disease, it is not
causally related to reducing the incidence of diseases of the blood
vessels. The accumulation of mercury, polychlorinated biphenyls
(PCBs) and other toxins in fish is a reason to avoid recommending
higher fish consumption levels.
B-Vitamins to Prevent Cardiovascular Disease and Cancer
When patients would ask me what vitamin supplements they
should take. I would say that they should increase fresh fruits and
vegetables in the diet and get their vitamins that way. If they still
wanted to take a vitamin supplement for extra insurance, I
recommended taking one pill a day of the cheapest multivitamin
supplement (mostly B vitamins) they could find.
Fruits, vegetables and other plant-based foods contain lots of
B vitamins—folic acid, vitamin B12 and vitamin B6 particularly.
Since most Americans don’t eat enough fruits and vegetables, the
Food and Drug Administration sponsors the “Five a Day” program,
encouraging people to have 5 – 9 servings of fruits and vegetables
per day. Unfortunately, American children get about half of the
recommended amount.30
Intuitively, it may also make sense to use vitamin B
supplements because most fruits and vegetables Americans eat lose
vitamins while being processed. According to the Council on
Responsible Nutrition, a group that promotes taking vitamin
supplements, about 35% of Americans take B vitamins, mostly in
the form of multivitamin pills. B vitamin supplements reduce blood
levels of homocysteine, an amino acid that is a risk factor for heart
disease. Researchers speculated that taking B vitamin supplements
could protect against heart attacks because of the reduction of
homocysteine in the body. Animal studies also show that high blood
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levels of homocysteine can damage the linings of arteries and
predispose to the development of atherosclerosis.
Three randomized placebo-controlled clinical trials,
including over 9,000 people, tested whether B vitamin supplements
could reduce the number of heart attacks and strokes. While the
supplements reduced the homocysteine levels by almost a third, they
did not decrease the incidence of heart attacks and strokes.31-34 This
suggests that, while high homocysteine blood levels are associated
with cardiovascular risk, they are not causing the risk.
Other Supplement Products
Other products include herbal remedies and botanical
products such as gingko biloba, hyped for failing memory and
ginseng, touted as an aphrodisiac. Hormones-such as melatonin and
anabolic steroids (marketed with names like “Teen Advantage” and
“Ripped Fuel”) and amino acids, such as L-tryptophan and Lcarnitine, have seen skyrocketing sales.35
St. John’s Wort (Hypericum perforatum) by itself and with
valerian (Valeriana officinalis), another herb, have been tested in
randomized trials and found to be safe and marginally more
effective than placebo in the treatment of depression (Chapter 12).36
However, the most recent randomized trial showed no benefit
compared with placebo for depressed people.37 Given that
depression is a major illness requiring multiple modalities of
treatment and that placebos are effective in treating depression, it is
not unreasonable to use St. John’s Wort under supervision of a
mental health professional.
Even babies are subject to supplements with bogus health
claims. In what has become a $3 billion market in the U.S., baby
formulas supplemented with fatty acids are being promoted as a way
to bolster IQ and improve eyesight in infants. Many parents pay an
additional $200 a year for supplemented formulas although the FDA
has not approved the manufacturers’ claims of health benefits. Drug
and nutriceuticaln companies have funded dozens of clinical trials
n

Nutriceutical: A coined word, crossing the words nutritional and
pharmaceutical and generally coming to mean any nutritional supplement
designed for any specific clinical purpose(s). They are sold on the market as foods
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that have showed short-term benefits among infants who were fed
formulas with the additives. One of the longest studies tracked
infants from birth to 39 months and found that the IQ's of children
who used the enhanced formula were equivalent to those of children
who were fed with breast milk alone, which is the best nourishment
for newborns.38
Proven Effectiveness of Vitamin Supplements in AIDS Patients
A randomized trial published in the New England Journal of
Medicine showed that supplements of vitamin C and B-complex
improved the immunity and extended the lives of malnourished
HIV-infected women in Africa and Asia. These vitamins costing
less than $15 a year do not attack the human immunodeficiency
(HIV) virus, but enhance the body's own immune system, increasing
resistance to the virus. On the other hand, vitamin E supplements
did not prolong survival and may have increased the risk of
transmitting HIV to unborn children.39
I mention this study as an example of applying evidencedbased medicine to supplements and finding a group of people who
benefit from additional amounts of specific vitamins.
Glucosamine and Chondroitin for Arthritis Pain
In a placebo-controlled randomized trial, 1,583 patients with
osteoarthritis of the knee were assigned to one of five groups. Some
patients took glucosamine, some took chondroitin and some took
both. While neither glucosamine nor chondroitin nor the
combination of the two decreased knee pain in the overall group,
patients with moderate to severe knee pain appeared to have a
significant benefit (79.2% vs. 54.3% had a 20% reduction in pain, P
= 0.002).40 These results warrant further research.
According to The Nutrition Business Journal, Americans
spent an estimated $734 million on glucosamine and chondroitin in
2004. Together, they cost about $30 to $50 a month. The two are
often sold in combination as a treatment for arthritis.41
for general consumption (or ''health foods'') to be used as ''supplements'' to
nutrition (diet) – http://www.phoenix5.org/glossary/nutriceutical.html
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In my view, prolotherapy (Chapter 15) is a more promising
treatment of knee pain from osteoarthritis.
Side Effects of Nutritional Supplements
Since 1993 when the FDA set up a system to review adverse
reaction reports concerning nutritional supplements, it has received
only 2,621 reports, including 101 deaths—about 16 deaths per year.1
The actual number of serious side effects and deaths is probably
much higher, since only about 1% of serious side effects are
reported to the FDA by the voluntary system.
What science has been applied to the study of nutritional
supplements has generated some unfavorable results. The federally
funded Women’s Health Study found that heart disease progressed
more rapidly in women who took hormone replacement therapy
(Chapter 19), high doses of vitamins E and C, or both, compared
with those on placebos.42, 43
Several recent large studies indicate that people with high
levels of vitamin A in their blood have a greater risk for
osteoporosis. People can easily reach a potentially dangerous level,
about five times the recommended dose, by taking vitamin A
containing supplements. Some popular multivitamins contain 1,500
micrograms of vitamin A in one pill, twice the recommended daily
amount and a level that, in one recent study, doubled the risk of
bone fractures. Some vitamin A supplements provide as much as
4,500 micrograms per day, well above the level that the National
Academy of Sciences designates as the upper limit for safety.3
Cost Considerations
Since 1994 when Congress deregulated the vitamin and
supplement industry by passing the Dietary Supplement Health and
Regulation Act, the growth in supplement sales has been explosive.
In 2007, U.S. consumers will pay about $27 billion.4, 44 At least $25
billion worth of these supplements are not evidence-based to be safe
and effective.
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Conclusion
Some nutritional supplements may be beneficial to certain
people (e.g. the B vitamin folate during pregnancy for the
prevention of fetal spinal cord defects). We can only find out by
testing these products according to the principles of evidence-base
medicine. Further randomized trials to test the safety and efficacy of
various nutritional supplements can best be undertaken under the
sponsorship of the federal government.
Despite the removal of nutritional supplements from FDA
regulation, the government still has an obligation to protect citizens
against unsafe products, false advertising, and economic
exploitation. However, the political and economic obstacles to
scientifically evaluating nutritional supplements are enormous.
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Chapter 21
Other Components of Our
Health Care Crisis
Besides tests and treatments that don’t work, we must
address widespread poverty, a critical nursing shortage, the
increasing scarcity of primary care physicians (PCPs), overcrowded
hospital emergency rooms, out of control administrative costs, an
epidemic of medical errors, 49 million U.S. residents will be
uninsured in 2007 (16% of the population),1 dysfunctional financial
incentives in government health care programs, financial pressures
on private medical insurance, and a workers’ compensation system
that serves employers, workers, and society poorly.
These highly interrelated problems cannot be solved without
comprehensive health care reform. However, looking at each of
these issues individually will help us design a strategy that addresses
all the interconnected broken parts of medical care in the U.S..
Widespread Poverty
President Ronald Reagan was correct when he said, “In the
sixties we waged a war on poverty, and poverty won.” Poverty
accounts for why the indices of the quality of health care in the U.S.
lags behind many countries that spend far less on medicine than we
do.
Numerous studies document a consistent pattern of
increasing health problems with decreasing income. The question
arose in these studies about whether poverty actually caused bad
health outcomes or whether having a poor health status hurt
295

employability and caused people to earn less money. The
unequivocal answer: poverty causes people to have poor health
outcomes.2-6
Access to and effectiveness of health care declines as
poverty rises. In 2004, 37 million people or 12.7% of the population
were poor. (i.e., less than $19,157 a year for a family of four) But far
more people, another 54 million, were in households earning
between the poverty line and double the poverty line. Increasing
U.S. poverty rates and decreasing median family income levels
(median income down from $46,058 in 1999 to $44,389 in 2004)7
do not portend well for improving health status indices.
According to Mark R. Rank, PhD, a sociologist at
Washington University in St. Louis and the author of One Nation,
Underprivileged - Why American Poverty Affects Us All, "There's
strong evidence that, over the past five years, record numbers of
lower-income Americans find themselves in a more precarious
economic position than at any time in recent memory."8 During the
1980's, around 13% of Americans in their 40's spent at least one
year below the poverty line; in the 1990's, the rate rose to 36% of
people in their 40's.9 He projects that by age 75, three-fourths of the
American population will experience poverty or near-poverty and
the welfare system.10
Based on a Kaiser Family Foundation study, in 2007 a
minimum wage worker will earn $10,712 before taxes while health
insurance for a family of four will cost $12,490.11, 12 Average out of
pocket health care costs in addition to insurance for a family of four
will be $3,466 in 2007.12 Drew E. Altman, president of the Kaiser
Family Foundation, said about the cumulative effect of rising health
care insurance costs: "We are seeing a slow deterioration of our
employment-based health insurance system, which is the backbone
of health care in this country."13
Business and government provided safety nets that working
people once depended on to shield them from economic disaster—
for example; defined benefit pensions, unemployment
compensation, disability insurance, and job training—have been
scaled back or eliminated. Out-of-control increases in health care
costs indirectly account for most or all of the dismantling of the U.S.
safety net.14
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Conservative and liberal economists differ about the role of
medical bills in the 1.5 million personal bankruptcies in the U.S. in
2001. Whether it is 17%15 or 54%,16 it is still too many. Recent
federal bankruptcy “reform legislation” will put even more financial
pressure on people with expensive medical problems.
Homeless people in many large American cities consume
incredible amounts of medical services in safety net hospitals.
Although the overall cost of providing permanent shelter and
support with rehabilitation programs would be much less that the
current acute medical care costs, the system provides few economic
incentives to help homeless people. The typical continuum approach
to homeless individuals begins with outreach and emergency
services, leading to emergency housing, then transitional housing
and finally permanent housing and counseling to help individuals
stick with jobs and recovery programs. However, this approach
doesn’t work for many chronically homeless people, who are either
mentally ill or addicted to drugs and / or alcohol. A pilot project in
Santa Monica, CA with a “housing first” strategy says: “Get them
into housing sooner.” In about 50% of the cases so far, it has been
successful in keeping these “service resistant” people in apartments
and off the streets.17 The savings in acute care hospital costs more
than makes up for the cost of the program.
According to the Employee Benefit Research Institute, the
fraction of the full-time private sector workforce covered by
pensions has fallen from 35% to under 20% since 1980. Traditional
defined benefit pensions have been virtually replaced by 401(k) type
defined contribution saving programs. Even the remaining defined
benefit pensions that working people rely on are in trouble. Due to
the bankruptcies of several big U.S. businesses, the Pension Benefit
Guaranty Corporation (PBGC) currently owes $62 billion and has
assets of $39 billion.18
Based on the mismatch between the assets and liabilities of
all U.S. private pension plans, some analysts predict that the PBGC
will need to eventually pay $450 billion for companies that default
on their pension obligations. To manage the potential crisis, the
Bush administration has proposed that companies contribute more
money to the PBGC However, doing that would have the effect of
driving more companies out of defined benefits. Some think the
proposal had that intent.19 Unfortunately for pensioners, PBGC
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obligations are not explicitly backed by the full faith and credit of
the U.S. Government. Congress has not passed the required law.
Table 1 uses data from the CIA’s World Factbook to compare the
U.S. with Japan, China, and Cuba to illustrate the adverse effect of
Table 1. U.S., Japan, and Cuba: Economic, Literacy, and Health
Indices
United
Japan
China
Cuba
States
Purchasing
$40,100
$29,400
$5,600
$3,000
o
power parity
Unemployment 5.5%
4.4%
20%
2.5%
rate
Household
Lowest
Lowest
Lowest
NA
income or
10%:
10%:
10%:
consumption
1.8%
4.8%
2.4%
by percentage
Highest
Highest
Highest
share
10%:
10%:
10%:
30.5%
21.7%
30.4%
Percent below 12.7%
NA
10%
NA
the poverty
line
Universal
No
Yes
No
Yes
health
insurance
Literacy
97%
99%
90.9%
97%
Life
77.71
81.15
72.27
77.23
expectancy at
years
years
years
birth
Infant
6.50 /
3.26 /
24.18 /
6.33 /
mortality
1,000 live 1,000 live 1,000 live 1,000 live
births
births
births
births
Source: CIA World Factbook by Central Intelligence Agency of the
USA20

o

Purchasing power parity measures how much a currency can buy in terms of an
international measure (usually dollars), since goods and services have different
prices in some countries than in others.
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our inequitable distribution of wealth on health indices. While Cuba
is the poorest of the four countries, it has universal health insurance
coverage, food security with a ration system, free education through
graduate school, and virtually no homeless people. Cuban longevity
and infant mortality data reflect the universal availability of food,
shelter, education, and health care and relatively equitable
distribution of wealth.
By all accounts, federal spending to combat poverty has been a
failure. The government’s centralized, bureaucracy-laden approach
fosters inefficiency. Funding by the U.S. Department of Health and
Human Services for many social programs should be distributed in a
decentralized manner that can better help people affected by
poverty. Table 2 gives some examples of Health and Human
Services programs that should be administered locally by nongovernmental providers.
Table 2. Federal Anti-poverty and Social Service Program
Spending21
Federal program
Projected
2007
spending
Social services block grants
$ 1.8 billion
Administration for children & families
$46.7 billion
• Child Care
• Foster Care
• Child Support Enforcement
• Temporary Assistance for Needy
Families
• Head Start
• Refugee and Entrant Assistance
• Abstinence Education
• Faith-Based
and
Community
Initiative Programs
Administration on Aging
$ 1.1 billion
• Nutrition programs
• National Family Caregiver Support
• Supportive Services and Centers
Total
$49.6 billion
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The United States, the richest nation on earth, needs to more
equitably distribute the wealth and assure that lack of money does
not mean lack of food, shelter, education, or access to health care.
Comprehensive health care reform in the U.S. will be incomplete
without addressing widespread poverty in the midst of our plenty.
Ironically, the oppressive cost of our current health care system is a
principle factor in the rapid dismantling of our safety net social
programs that keep people from becoming destitute and subject to
the adverse health consequences of poverty.
Rather than simply allocating more federal money for antipoverty programs, we need a much more effective distribution of the
ample funds we have already allocated.
The Critical Shortage of Nurses
Nationwide more than 126,000 hospital nursing positions are
vacant—about one in eight.22 An estimated 12,000 to 14,000 nurses
immigrate to the United States annually on employment visas that
entitle them to bring their immediate family members and obtain
green cards. At the same time American nursing schools reject
150,000 qualified applicants per year.23 Adjusting for students
applying to more than one nursing school, about 15,000 qualified
students per year do not get admitted to nursing schools.
According to the Bureau of Health Professions:24
•
•
•
•
•

In 2000 there were 1.89 million nurses practicinga shortage of 110,000 (6%).
They predict the shortage will increase – 2010
(12%), 2015 (20%), 2020 (29%).
Half of practicing nurses are over 45 years of age.
From 1980 to 2000, the percent of RNs under age
30 dropped from 25% to 9%.
Between 1995 and 2000, the number of RN
graduates declined by 26%.

In hospitals with high patient-to-nurse ratios, surgical
patients experience higher mortality, and nurses are more likely to
experience burnout and have job dissatisfaction. For instance, a
study found that each additional patient over four per surgical nurse
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leads to a 7% increase in the likelihood of a patient dying within 30
days of admission.25 This translates into tens of thousands of
preventable deaths in the U.S. because of the shortage of nurses.
Many cash-strapped elementary and secondary schools are
no longer employing nurses.26 Non-medically trained teachers and
school administrators may have to deal with emergencies such as
unconscious diabetic children with low blood sugars.
Nursing homes employ overworked and underpaid nurses
and nursing aids.27 The quality problems of nursing homes in the
U.S. relate directly to the shortage of nurses.
About 800,000 of the 2.7 million registered nurses in the
U.S. are not currently practicing their profession. Chronic
understaffing in hospitals and nursing homes leads to burnout and
nurses leaving the profession. Our over bloated health care
administration competes with nursing for medical resources and
tends to drive down nurses’ salaries. This makes nursing a less
attractive career. Our antiquated medical systems increase work for
nurses in finding patient data, in scheduling tests for patients, and in
repeating procedures because of unavailable data.
Recognizing the critical shortage of nurses in the country,
Congress passed the Nurse Reinvestment Act and President Bush
signed it into law in 2002. Among several kinds of nurse training
grants, it provided scholarships for nursing students and funding for
nurses to train for advanced degrees such as nurse practitioners, to
increase the faculty members in nursing schools, to help nonpracticing nurses return to the workforce, and to promote minority
nurse recruitment.28 However, Congress and the President provided
only $150 million for 2005, which funds less than 10% of the
eligible applicants for these grants.29
The nursing shortage demands an appropriate federal
response—$2 billion in 2007. Increasing our critically low supply of
nurses depends of this kind on investment. The alternative is to
increasingly depend on importing nurses from Asia, Europe, and
elsewhere.
Scarcity of Primary Care Physicians (PCPs)
Comparisons between countries and between U.S. states
show that having more PCPs lowers mortality rates but that this is
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not the case with specialists. Increasing the number of specialists
will not improve the United States' position in population health
indices relative to other industrialized countries.30 It will only
increase the use of tests and treatments that don’t work. Rather than
relying on centralized big government programs or big corporations
for health enhancement programs, sickness care and wellness
services should be directed through local PCPs. Because PCPs know
the needs of their patients best, they are more effective than
specialists in improving health outcomes.
Unfortunately, financial and time pressures are driving
young doctors away from careers in primary care medicine and
toward specialties. In 1998, 54% of third year residents in internal
medicine training programs planned to practice general internal
medicine. By 2003, only 19% of first year internal medicine
residents planned to pursue careers in general medicine.31 Patients
are increasingly viewing physicians as technicians and are more
willing to change doctors. PCPs find it difficult to get to know the
personal circumstances of their patients because of shorter office
visits and fewer long-term relationships. These factors as well as
lower income drive doctors to non primary care specialties.
With additional time and financial resources, PCPs would be
best able to help people increase exercise, improve diets, reduce
substance abuse, wear helmets when biking, and do other health
enhancing behaviors.
“Concierge" or "Boutique" PCPs
Because of the increasing dissatisfaction of patients with
their excessively busy PCPs who hardly know them and the
frustration of PCPs trying to care for 2,000 – 3,000 patients, a new
breed of "concierge" or "boutique" PCPs charge a yearly cash
retainer in exchange for more personal attention. These PCPs
provide unhurried yearly physical exams, 24 hour phone call access,
email consultations, expedited scheduling of tests and consultations,
little or no waiting for appointments, preauthorizations, filling out
forms, photocopying, and other services to streamline care. These
PCPs may have 500 – 600 patients and charge each $1,500 –
$10,000 per year. To avoid charges of double dipping by Medicare
and private insurers, the yearly concierge fees only pay for services
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that insurers do not cover, like annual physical exams and health
reviews, preventive services like nutritional counseling and frills
like a wallet-size CD containing an up-to-date medical history and
test results for patients to carry with them.32
To avoid all bureaucratic hassles, some concierge PCPs
sever all relationships with private and government insurance
entities and receive all reimbursement directly from their patients.33
Insurers dislike the arrangements but have been unable to have it
declared illegal.
The Medicare Prescription Drug, Improvement, and
Modernization Act of 2003 directed the Government Accountability
Office to study concierge care and its relationship to Medicare.34
They confirmed that it is legal as long as the services paid under the
concierge relationship are not covered under Medicare.
In 1996, concierge physicians inaugurated the “Society for
Innovative Medical Practice Design” to promote and defend this
approach. Nationwide, about 250 medical practices provide
concierge care to about 100,000 patients.32 Since both patients and
PCPs are generally happy with the arrangement, this practice is sure
to grow more popular.35 Critics of concierge care correctly state that
it creates a two-class system of medicine.
My Concierge Care of Poor Cancer and AIDS Pain Patients
As the director of the “Cancer and AIDS Pain Service” at LA
County + USC Medical Center (a hospital primarily for uninsured
and Medicaid patients) from 1987 – 1995, I served as a “concierge”
physician to my patients. When called by one of the residents to see
a patient with uncontrolled pain, I gave instructions about what pain
medications to give immediately and what other measures to take.
Then I would see the patient as soon as possible, usually that day.
After I first saw and examined the patient, I would give him / her a
business card with my office phone number and home phone
number. On the back of the card, I wrote out all their medications
and the schedule for taking them. I told them to call me any time
they had a medical emergency. The outgoing message of my
telephone answer machines included my beeper number. The nurse
on the service would also see each new patient as soon as possible.
With over 400 patients referred in one year, about 150 very sick
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patients, including their families and hospice nurses, had my phone
and beeper numbers at any given time.
On at least a dozen occasions when it was necessary because
a patient was too ill to travel to the hospital, I drove to their homes
to see them in some of the poorest neighborhoods in Los Angeles.
Some days I had five or six new consultations. Some weeks four or
five of my patients died. My telephone log showed over 80 calls on
some days. In the later years of my tenure as pain doctor, two
medical residents rotated on the Cancer and AIDS Pain Service each
month for me to supervise in caring for patients. The nurse
practitioner on the service functioned almost as another physician in
evaluating patients, giving me the medical information, educating
patients about their diseases and medications, training residents, and
generally extending what I could do.
My nurse and I learned in the first years of running the
Service that, even when patients had our phone numbers, they would
not always call when their cancer or AIDS related symptoms were
out of control. Consequently, we always made periodic follow-up
calls to our patients who were discharged home from the hospital.
Hospice nurses from local visiting nurse associations also kept a
close watch on our patients who went home from the hospital. At
times we spent as much or more time speaking with the loved ones
of patients than with the patients.
Often nursing home doctors and nurses were unfamiliar with
having patients receive large amounts of morphine and / or other
pain medications. To be sure all our patients were as comfortable as
possible, we also checked up by phone on our patients who were
discharged from hospital to a nursing home.
As a salaried physician employed by the LA County Health
Department, I had no dealings with billing patients or insurance
companies. I liked that. There were plenty of challenges and
obstacles, but providing concierge care to those patients was about
the most gratifying work that I have ever done. A measure of the
success of this kind of care is that most of our patients died at home
as they wished rather than in the hospital that they dreaded.
The only reason that the LA County + USC Medical Center
administrators closed the Cancer and AIDS Pain Service in 1995
was that it was too successful. By assisting the patients and their
caregivers in controlling pain and other symptoms, we allowed over
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400 patients per year to stay at home in relative comfort for an
average of about 10 more days each during their final weeks and
months of life. Since Medicaid paid the hospital over $2,000 per
inpatient day per patient at that time, this cost the hospital about $8
million per year in potential revenue. Any comprehensive health
care reform proposal should eliminate this perverse financial
incentive to under-treat the terrible symptoms that may be associated
with advanced stages of cancer, AIDS, and other diseases.
My question is, “why can’t everyone have a PCP that
provides concierge care?”
Overcrowded Hospital Emergency Rooms
According to the Center for Disease Control and Prevention,
there were 108 million hospital emergency room visits in 2000, an
increase of 14% over 1997. During that period, the number of
hospitals providing emergency care decreased from 4,005 to 3,934.
Over 90% of large hospital emergency rooms are at or over
capacity.24 The shortage of nurses adds to the problem. Fewer and
fewer doctors are willing to be on call for emergency rooms, given
the high insurance premiums they must pay and the lack of
reimbursement for treating the uninsured. Reduced federal and state
funding for teaching hospitals negatively impacts care of the poor,
including emergency room care.
In a survey, conducted in 2005, 73% of the 200 county and
regional hospitals polled said they had seen an increase in the
number of people visiting emergency rooms for methamphetaminerelated problems. In some Midwestern hospitals, methamphetamine
abuse accounts for 20% of their emergency room visits and 10% of
their inpatients. State laws mandate that hospitals treat
methamphetamine abusers although many are uninsured.36
Inner city hospitals are particularly hard hit. Since 1990, 70
hospital emergency rooms and trauma centers have closed in
California.37 Only the passage in 2004 of a property tax increase
targeted to aid the Los Angeles County trauma system saved the
area from a possible unraveling of the emergency care network.
About 30% of LA County residents are uninsured. Those residents
tend to use emergency rooms more, in part, because they cannot
afford to pay for primary care services.
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An audit of the utilization of the LA County + USC
Emergency Room in the 1990s found that about half of the visits
were not emergencies but were appropriate for referral to primary
care clinics. The problem was that it took over four months for an
appointment to the primary care clinics. Improving primary care
services for the poor will greatly relieve the pressure on our inner
city emergency rooms. Reducing the level of poverty would do even
more.
Due to emergency room overcrowding, patients may be
subjected to ambulance diversions in some cities and have to wait
longer once they reach an emergency room, increasing pain and
suffering. The elderly have the most emergency room visits and are
most affected.24
Administrative Waste and Fraud
Commenting on administration of medical care in the U.S.,
economist Henry Aaron said, “like many other observers, I look at
the U.S. health care system and see an administrative monstrosity, a
truly bizarre mélange of thousands of payers with payment systems
that differ for no socially beneficial reason, as well as staggeringly
complex public systems with mind-boggling administered prices and
other rules expressing distinctions that can only be regarded as
weird.”38
Administration consumes 31% of the personal health care
dollar39—about $600 billion in 2007. This is more than the U.S.
Government pays for our military forces, civil defense, energy
department, and veterans services combined. 40 This cost of
administering our dysfunctional medical system in the U.S.
threatens access to care and fosters tremendous inequities.
So how much is a reasonable amount to spend on health care
administration? Given that the administrative overhead of both the
Canadian single-payer health care system and the Medicare program
are under 3.2%41 and that health care providers’ administrative
overhead should be under 6%, no more than about 10% of personal
health care expenditures should go for administration ($200 billion
in 2007).
An estimated 3% – 10% of Medicare payments ($13 – 42
billion) will go to fraudulent claims in 2007.12, 42, 43 Major problems
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with fraud also occur in Medicaid44 and in private insurance
programs.45 According to estimates from the National Health care
Anti-Fraud Association, fraud will consume $70 – 230 billion in
health care funds in 2007.12, 43 A reformed U.S. health care system
must be designed to reduce administrative costs by at least $400
billion while decreasing fraud by additional tens of billions of
dollars (Chapter 24).
Medical Errors
In a report that generated intense media coverage, the
Institute of Medicine of the National Academy of Sciences
estimated that 44,000 – 98,000 people die in hospitals each year in
the U.S. due to health care provider errors. The report estimated the
cost of medical errors in U.S. hospitals in 2007, adjusted for
inflation, will be between $29 – 49 billion.12, 46 Rather than due to
the carelessness of individuals, errors are more commonly the result
of processes and systems that lead people to make mistakes or fail to
prevent them.
Researchers from the U.S. government's Agency for Health
care Research analyzed data on 18 complications occurring in
hospitalized patients sometimes caused by medical errors. They
found that such complications contribute to 2.4 million extra days in
the hospital each year. Ironically, these 18 complications that cause
32,000 U.S. hospital deaths will enrich the hospitals in which the
errors occur by about $16 billion in extra funds in 2007.12, 47, 48
To reduce errors in hospitals, the Institute of Medicine
committee recommended creating a $100 million “Center for Patient
Safety” under the Agency for Health care Quality and Research.
This Center would (1) set goals and track progress toward meeting
them, (2) create a research agenda, (3) define protocol safety
systems, (4) develop, disseminate, and evaluate tools for analyzing
errors; (5) develop methods for educating consumers about patient
safety; and (6) recommend additional improvements as needed.
Additionally, the Institute of Medicine recommended developing a
mandatory error reporting system, raising performance standards
and expectations through actions of oversight organizations, and
implementing safety systems in health care organizations.46
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In other words, the Institute of Medicine committee
recommended adding more layers of regulation and bureaucracy to
hospitals in the U.S. rather than fundamental restructuring health
care delivery.
Humans have always been and will always be subject to
committing errors. However, unnecessary days of hospitalization for
tests and treatments that don’t work, out-of-date information
systems, and a critical nursing shortage are responsible for many
deaths and serious complications due to medical errors. The
proposed $100 million new bureaucracy will do nothing about these
underlying problems.
The Medically Uninsured
According to The Institute of Medicine's Committee on the
Consequences of Uninsurance, lack of health insurance for 49
million people in 20071 will cause at least 20,500 unnecessary
deaths in the U.S..49 In other words, universal health care insurance
would prevent more deaths than are caused by AIDS each year, and
would significantly help the economy. However, universal health
care insurance won’t be enacted as an incremental reform; it must
await comprehensive restructuring of the U.S. health care system.
The federal, state, and local governments will pay over $45
billion in 2007 for providing health care to the medically uninsured.
Under the current system, it would cost $51 billion – $105 billion
more than government now pays for health care for the uninsured to
insure everyone in 2007 (i.e., The total additional cost of insuring
everyone with the current system would be $96 billion – $150
billion in 2007.12, 50 Despite this staggering additional cost of
universal coverage, the Institute of Medicine estimates that the
potential net economic value to be gained in better health outcomes
from uninterrupted coverage for all Americans would be $65 – $130
billion per year.50
As the number of uninsured Americans increased by 4.6
million from 2001 to 2004, federal safety net spending per uninsured
person fell from $546 to $498. After adjusting for inflation, this
means an 8.9% decline in spending by the federal government per
uninsured person. Since more than 70% of federal support for the
uninsured flows through Medicare and Medicaid, which are both
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under budgetary pressures, the uninsured are likely to be even more
vulnerable in the future.51
Dysfunctional Financial Incentives in Government Programs
Medicaid
Throughout the country, hospital administrators take
advantage of financial incentives originating from the
“Disproportionate Share Hospitals (DSH)” federal program that
provides bonuses to hospitals that have more than 25% of their
patients on Medicaid insurance (government insurance for the poor).
These hospitals receive 150% – 175% of the cost of inpatient
services for each qualifying patient. In theory, this high payment
offsets the traditionally low reimbursement rates of Medicaid and
the burden of caring for uninsured patients by safety net hospitals. In
practice, the DSH windfalls give struggling safety net hospitals
perverse financial incentives to run hospitals inefficiently. For
example, I audited my internal medicine service at the LA County +
USC Medical Center for one month in 1998 (see Appendix 9).
Based on this audit, about $900 million out of the $2.5 billion yearly
budget of LA County + Department of Health Services was for
medically unnecessary days in hospital. At the same time, out-ofhospital services for the medically indigent in LA County were
severely under-funded.
Medicare
A study funded by the Robert Wood Johnson Foundation and
the National Institutes of Health analyzed fee-for-service Medicare
spending in different areas of the U.S.. It suggests that we should be
better managing Medicare rather than throwing more money at it. It
found major regional differences in government health care
spending for the elderly and disabled. The cost of various
treatments—heart attacks, colon cancer, hip fractures, and end of life
care—differed by 61% between the highest spending quintile (20%
of the population) and the lowest spending quintile. The end-of-life
care aspect of the study was discussed in Chapter 17. The outcomes
in terms of survival and other indices were the same, with the
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exception that people in the high-costing areas utilized fewer
preventive services that those in lower spending areas.52, 53
Regional differences in Medicare spending are largely
explained by the more inpatient-based and specialist-oriented pattern
of practice observed in high-spending regions.52, 53 For example,
age, sex, and race-adjusted spending for traditional (fee-for-service)
Medicare adjusted to 2007 was $20,707 per enrollee in the Miami,
Florida region compared with $8,222 in Minneapolis, Minnesota.
The authors concluded that about 30% of the spending for fee-forservice Medicare services contributes no benefit to patients. For
Medicare beneficiaries, this totals about $136 billion wasted in
2007.52, 53 Since Medicare pays only part of health care costs of
insured patients, more like $218 billion will be squandered on
unnecessary services.12, 54 Much of this waste involves the tests and
treatments that do not work which are described in this book.
Drug Purchasing
Drug companies have repeatedly charged public hospitals
and clinics for low-income patients more than the maximum prices
allowed by federal law. Currently, no penalties exist for
manufacturers that violate the terms of the Public Health Service
Act by overcharging. Schering-Plough agreed to pay a $345.5
million settlement because its illegal manipulation of the price of its
anti-allergy drug Claritin. In 2003, Bayer paid $257 million and
GlaxoSmithKline paid $86.7 million to settle similar allegations.55
Government officials estimate that the overcharges amount to about
$500 million per year.56
Private Health Insurance Becoming Less Affordable
Only 60% of employees had employer-funded health
insurance in 2005—down from 69% in 2000. From 2000 to 2005,
premiums went up 73% while wages increased only 15%.57
New rules developed by the Governmental Accounting
Standards Board require employers to measure and report the longterm costs of retiree health benefits while employees are still
working. Under current practice, most public employers do not
report such costs until they pay for the promised benefits, often
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many years after employees have retired. Public employees — civil
servants, police officers, firefighters, judges, teachers, and state
university professors — fear that the new rules, increasing current
costs of future benefits, will speed the erosion of health insurance in
the public sector.58
Private companies have significantly reduced retiree health
benefits since the early 1990's when similar accounting methods
were adopted. The Kaiser Family Foundation reported that 38% of
large private and public employers offered retiree health care
benefits in 2003 down from 66% in 1988. When coverage is still
available, premiums, co-payments and deductibles are increasing.59
Despite these reductions, post-retirement benefits of U.S.
corporations, other than pensions (i.e., primarily retiree health care
programs) are now $321 billion short of what they need to back
promises made to retirees.60
Paul Fronstin, director of the health research program at the
Employee Benefits Research Institute in Washington, DC, predicted
that a 55-year-old today who lives to 85 would need about $300,000
in savings to pay for supplemental health insurance and out-ofpocket expenses in retirement. Younger workers could need twice
that much.61
The new standards will encourage state and local officials to
set aside money in trust funds for the purpose of providing health
benefits to retirees. Such contributions to trust funds will be
immediate expenses for state and local governments that are already
facing financial problems. Labor unions and health plan
administrators predict that the new standards will cause a fiscal
shock to state and local government agencies that could harm their
bond ratings.58 Because of the Governmental Accounting Standards
Board accountability rule, the California Legislature's lead fiscal
analyst reported that the state would need to set aside roughly 5% of
all state spending ($6 billion in 2007) to cover future health care
benefits of current employees. A similar analysis done for the Los
Angeles Unified School District found that paying the currently
unfunded future employee health care costs would consume 20% of
the system's budget. Hundreds of bureaucracies across the country
are discovering similar unsustainable levels of future health care
financial obligations.62
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The Lack of a Patients’ Bill of Rights
To keep health care costs down, employers often choose bare
bones medical insurance. So even when insured, you may not be
adequately protected. For several years, Congress has failed to pass
a “patients’ bill of rights” act, allowing patients to sue HMOs for
damages due to denial of care. The Patients Bill of Rights legislation
would also allow patients to see medical specialists like
pediatricians, obstetricians and gynecologists. Medical insurers and
business interests have lobbied forcefully against it.
In June 2004, the Supreme Court reversed the United States
Court of Appeals for the Fifth Circuit and unanimously rejected
efforts to give patients in managed care a right to sue managed-care
companies for damages for refusing to cover treatment that a doctor
has deemed medically necessary. The U.S. Supreme Court ruled that
the health insurance laws of Texas and nine other states are preempted by the federal law known as Employee Retirement Income
Security Act (ERISA). ERISA, signed into law in 1974, allows
patients to sue for reimbursement of denied benefits, but not for
damages stemming from the denial. Consequently you may not
bring a medical malpractice suit against your insurance company
under the federal law. This decision applies to the employmentbased health care plans that cover some 140 million people. In a
concurring opinion, Justices Ruth Bader Ginsburg and Stephen G.
Breyer said, "A regulatory vacuum exists" and called on Congress to
act.63
The trial involved two Texas patients who had their doctors’
orders overruled by managed care organization administrative
decisions and subsequently had severe medical complications
resulting from those decisions. In the unanimous decision, Justice
Clarence Thomas said, the injuries to the patients resulted from, "the
failure of the plan itself to cover the requested treatment.” He went
on to say that the plaintiffs' injuries could not fairly be attributed to
their managed-care companies if those companies "correctly
concluded that, under the terms of the relevant plan, a particular
treatment was not covered."63
The Congressional Budget Office estimated the total cost of
enacting patients’ bill of rights legislation to be $14 billion in 2007.
About $2.4 billion would be federal government costs and $11.6
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billion would be in increased health care premiums for the
insured.12, 64 In my view, the insurance industry is right. Without a
fundamental change in our system of providing health care, a
patients’ bill of rights would dramatically and unsustainably
increase medical costs. However, patient bill of rights advocates are
also right. Doctors—not administrators—should make health care
decisions. My health care reform proposal, Doctor Managed Care
(Chapter 24) seeks to resolve this conundrum.
Health Care Costs Affecting Personal and Career Decisions
A growing number of people who either cannot afford
medical coverage or are struggling under the burden of rising
insurance premiums choose to marry for insurance. People discuss
marrying for health benefits and trade tips on how to do it in Internet
chat rooms. A growing number of seriously ill people are using
marriage as a last resort to deal with potentially crippling medical
bills, according to patient advocacy groups.65
Married couples that have been separated may have an
additional financial consequence to divorcing. If one spouse has
health care benefits for the couple associated with his / her
employment or pension, divorcing would lead to one spouse losing
his / her medical insurance.
Kathleen Stoll, director of health policy at Families USA, a
Washington, DC-based health consumer group, says the rising cost
of health insurance is increasingly affecting people's lifestyle and
career decisions: having more children, where to live, changing jobs,
or going back to school. She says it's also not uncommon for couples
to divorce, so one can qualify for coverage through Medicaid.65
Workers’ Compensation System Unraveling
Workers' compensation statutes are based on the legal
principle of "exclusive remedy." This doctrine maintains that injured
employees may not sue their employers because of work-related
injuries, and in return, the injured employees receive 100%
reimbursement for all medical costs incurred, as well as full or
partial wages during the period the employees are unable to work.
For partial or total disability cases, the employee would receive
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indemnity payments indefinitely. Of the approximately $131 billion
that will be spent in 2007 on workers’ compensation in the U.S.,
about 45% ($60 billion) goes to indemnity payments (i.e., partial
and permanent disability payments) and 55% ($71 billion) to
medical costs.66, 67
Ballooning workers’ compensation costs in recent years have
forced many employers to lay off workers, freeze hiring, move to
another state or country, or go out of business. Some reasons that
this has occurred include:
•
•

•

•
•

•

•

Workers' compensation costs may bear no
relationship to the severity of the injury or illness.
Often the injury sparks an adversarial contest
between the employee and his or her employer
that also involves job dissatisfaction, disputes
with supervisors, domestic problems, and other
non-injury issues.
Psychological,
social,
and
economic
considerations frequently override the medical
issues in determining the extent and cost of the
injury.
Employees often have a “perverse incentive" to
prolonging the "disability."
The availability of workers' compensation
benefits and other disability benefits may prolong
the period of "disability" and delay return to
work.
Practitioners with little or no expertise in
occupational medicine and with little or no
concern for the productivity and economic costs
of prolonged disability commonly provide the
medical care.
Since the attending physician legally controls the
length of disability and the time the employee can
and should return to work, workers’
compensation physicians can attract more patients
and earn more money by authorizing long periods
of disability.68
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While the average Amercian employer paid $2.86 per $100
of payroll for workers’ compensation insurance,69, 70 California’s
employers payed an average of $6.47 in July 2003.71
Government agencies and nonprofits have likewise been
slammed by high workers’ compensation premiums.72 In recent
years, more than two dozen private workers’ compensation
insurance companies have left the market because of the risk. The
California’s State Compensation Insurance Fund, the nonprofit
insurer of last resort, writes coverage for more than half the
workers.69 In attempting to control spiraling costs, the California
legislature’s strategies for reducing workers’ compensation
insurance premiums included:
•
•
•
•
•

Capping pharmacy costs at the level paid by
Medicaid
Limiting chiropractic care for a work-related
injury to 24 visits
Cutting outpatient surgery reimbursements
Establishing strict guidelines for how much care
is appropriate for any given injury
Eliminating vocational rehabilitation

Patients and health care providers lobbied ferociously against
these service reductions. The California Labor Federation vowed to
fight to increase disability benefits so injured workers can get the
care they need to get back to work. A report released by the
California Medical Association found that insurers’ new powers to
determine the level of treatment doctors may prescribe interferes
with healing injured workers and returning them to their jobs.73
California’s workers’ compensation payments, insurance
company profits, after running in the red for eight of the previous 10
years, rose by an average of 27% in 2004 and are expected to
continue rising. Money paid to workers with permanent disabilities
dropped by 50% in 2004.74 So far this legislation has reduced
workers compensation premiums in California by 30% ($4.53 per
$100 in payroll in July 2005).71
Effective comprehensive health care reform must include a
better system to compensate our workers for injuries.
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The Private Disability Insurance Mess
Over 50 million Americans carry disability insurance that
generally promises to replace at least half of a person's wages in
case of illness or injury. However, often with long-term or
permanent disabilities, it doesn't deliver. Many attribute the frequent
failure of insurance companies to pay the disabled according to their
contracts to a series of court decisions dealing with the federal
benefits law known as Employee Retirement Income Security Act
(ERISA). Because of these decisions, states can no longer extend
any form of consumer protection to these benefits, and individuals’
ability to successfully sue their insurers has been severely limited.
This law supersedes virtually all state laws that relate to any
employee benefit plan. So claimants who believe they have been
wrongly denied benefits are rarely able to sue for punitive damages
under state bad-faith or fraud laws. The U.S. Supreme Court and the
Circuit Courts of Appeal have ruled that claimants who successfully
sue their insurance companies for benefits in federal court only
receive their original benefits without interest payments, legal fees,
or punitive damages.75
In broad-ranging investigations, state insurance regulators
have documented countless instances of disability insurance
companies failing to pay claims appropriately. For example,
regulators representing all 50 states looked at a random sample of
almost 375 UnumProvident contested cases to decide if the company
had "systemic unfair claim settlement practices." The state
examiners concluded that the cases had problems "sufficient to merit
further regulatory action." The company agreed to pay a $15 million
fine, review its decisions in more than 232,000 claims denied or
closed over the last five years, and revamp its entire claim-handling
system.
Frequently, UnumProvident and many other companies
require their claimants to apply for Social Security Disability
thereby shifting their financial responsibilities to the government.
Another common tactic is to determine that the disability has a
psychological rather than a physical origin. Most policies limit the
benefits that a company must pay for "mental and nervous
disorders" to two years, while benefits for disabilities with physical
causes must be paid until the claimant turns 65.75
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We have three systems of disability insurance with
overlapping responsibilities: workers compensation, Social Security
Disability, and private disability insurance. Despite these three
expensive disability insurance systems, some disabled people
become destitute. Understandably, administrators in all three
systems try to shift costs to the other insurance providers. The result
is high administrative and legal costs and widespread dissatisfaction
with claim handling that is rising to the crisis level.
We need a universal system of financially assisting the
disabled that is fair and equitable to individuals and society.
Conclusion
Our diverse and interconnected health care system has flaws
that manifest as extraordinary waste in the provision of some
medical services and tremendous shortfalls in expenditures in other
areas. We need to solve all these crises simultaneously without
spending unsustainably large amounts of additional money.
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Chapter 22
Health Care Needs Requiring Increased
Funding
While unnecessary tests and treatments and administrative
waste consume hundreds of billions of dollars per year, several
important health care needs go begging. True health care reform will
require eliminating waste and shifting funds to the following areas:
•
•
•
•
•
•
•
•
•
•
•

An upgrade of 19th-Century Information Systems
into the 21st-Century
Preventive medicine / wellness care / health
promotion
Mental health care, emphasizing behavioral more
than drug treatments
Addiction prevention and treatment
Long-term care
Home care
Hospice
Alternative medical therapies
Research involving lifestyle approaches to
preventing and treating disease
HIV-AIDS prevention strategies
Compensation for victims of medical errors
(Chapter 23)
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19th-Century Information Systems in the 21st-Century
According to the Institute of Medicine, many preventable
deaths in the U.S. stem from antiquated information systems in
hospitals and doctors’ offices.1 If all U.S. residents' electronic health
records were available in secure computer networks that safeguarded
patient privacy, health care providers would always have complete
records for their patients. They could deal with emergencies faster
and better. They would no longer have to re-order tests that have
already been done.
In the U.S. health care reform debate, conservatives and
liberals agree that updating information systems in health care is not
only cost effective but it is a matter of life or death. Newt Gingrich,
(a conservative Republican and former Speaker of the House of
Representatives) and Patrick Kennedy (liberal Democrat from
Rhode Island) co-authored a New York Times op-ed piece on the
topic and cited reports that 20% of medical tests are ordered a
second time simply because previous results can't be found.2
According to a report to the Bush Administration from 13 health and
information technology organizations, medical error deaths could be
sharply reduced and about $78 billion per year in health care costs
could be saved from making the transition to electronic health
records.3
Unfortunately, health care providers have a major financial
disincentive to investments in information technology. When new
technology reduces duplication of tests, additional treatments due to
errors, and unnecessary days in the hospital, the financial benefits go
to insurers and patients and the providers lose money.
Analysts predict that the electronic medical record system
will cost over $200 billion (about $20 billion per year for a decade)
to fully implement throughout the country.4-7 President Bush has
called for the widespread adoption of electronic health records. As
the president noted, "The 21st-century health care system is using a
19th-century paperwork system." Currently, only about 300 of the
nation's 4,900 non-government hospitals have the systems. Another
118 hospitals are expected to qualify in 2004, increasing the total to
just 8% of the nation's hospitals.6
The federal government paid for all the VA Medical Centers
to get electronic medical records7 but does not want to pay for all the
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other hospitals and doctors’ offices. Dr. David J. Brailer, the
national coordinator for health information technology at the U.S.
Department of Health and Human Services, has the job of
convincing private hospitals and doctors in private practice to spend
the money for electronic medical record systems. He will have a
hard job without new financial incentives incorporated into
comprehensive health care reform.
Compared with the investment in electronic information
systems of other countries, the U.S. lags far behind. As of 2005, the
United Kingdom had paid $11.5 billion ($193 per UK resident),
Canada had paid $1.0 billion ($33 per resident), and the U.S. had
ventured only $125 million ($0.43 per resident).8, 9
Preventive Medicine / Wellness Care / Health Promotion
The choices that U.S. residents make about the way they live
their lives have become the major cause of death and disease in the
U.S.. Consider the consequences of the most significant healthrelated commodities in the year 2000:10
•
•
•
•
•
•
•
•

•

Tobacco, the Nation's number one killer, is
responsible for over 435,000 deaths per year
Unhealthy diets contribute to over 400,000 deaths
annually
Alcohol abuse kills 85,000 Americans a year
Motor vehicle accidents claim 43,000 lives
Firearms kill 29,000 annually
Unsafe sexual behaviors cause 20,000 deaths
Illicit drug use cost 17,000 lives
Electronic media contribute to 400,000 deaths
due to inactivity and 20,000 deaths due to violent
crime
Nonrenewable energy (fossil fuels—coal, oil,
nuclear)
o Gasoline contributes to the motor vehicle
accident deaths of over 43,000 per year
o Inactivity fostered by motor vehicles and
laborsaving machines contributes to
400,000 deaths per year
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o Fossil fuel pollution kills an estimated
30,000 people each year
Our epidemics of obesity (Chapter 4), diabetes (Chapter 7),
coronary artery disease (Chapter 9), and cancer (Chapter 16) all
stem from lifestyle habits of our population. We can and should
reduce the toll of these chronic diseases with health promotion
programs. My nutrition and lifestyle monitoring website (Chapter 8)
may help.
Mental Health care
Mental illness, not including addictions or dementias,
accounts for 15.4% of the overall burden of disease in the U.S..11
Adjusting for inflation, mental illness will cost U.S. residents $147
billion in $2007 or 7.6% of personal health care expenditures,
according to the Surgeon General.12, 13 In other words, funding for
mental illness treatment is about at 50% of the rate of funding for
physical illnesses. The managed care revolution in health care hit
first and hardest at the cost of treatment of mental illness. The
emphasis shifted from inpatient care and talk therapies to pills.
Before this major shift, the mentally ill in the U.S. were underdiagnosed and under-treated. Both the treatment of those diagnosed
with mental illness and public health approaches to prevention of
mental disorders have been under-funded. Now, with HMO
managed care, it’s worse.
Currently, insurance companies and government health care
financing programs shamefully under-fund mental health care
services. With managed care, trends indicate that per capita mental
health expenditures have declined significantly.14 Arbitrary limits on
visits to mental health professionals, higher deductibles, and copayments and other money saving techniques reduce compensation
for mental health care. Mental health services should be
compensated at parity with sickness care coverage.
In 2007, antidepressant medications will cost about $16
12, 15
billion.
As mentioned in Chapter 12, the data establishing the
efficacy and safety of antidepressant medications in treating
depression are lacking.16-19 We need incentives to reverse the trend
of treating all mental illness with pills. Again PCPs, rather than
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insurance company or government bureaucrats, are in the best
position to know their patients and refer them to the most effective
therapies for depression. Treatments can include aerobic exercise,
gardening, experience in nature, group support, vocational
retraining, stress management programs, and individual counseling.
Many people with major psychoses (schizophrenia and
related conditions) will still receive medications, but increased funds
should also be devoted to them for social support, outpatient
monitoring of treatment, vocational rehabilitation, exercise, and diet.
Alternatives to antipsychotic medications should be explored for
schizophrenia patients.20-22
Addiction Treatment and Prevention
Binge alcohol drinking is defined as five or more drinks at a
sitting, with the intention of becoming drunk. The Centers for
Disease Control and Prevention reported that from 1993 to 2001 the
rate of binge drinking episodes among young adults 18 to 20 years
old increased by 56%, compared with an increase of 35% for all
American adults.23 We are doing a very poor job of preventing and
treating alcohol abuse.
During a one month period supervising interns and residents
on an internal medicine admitting service at the LA County + USC
Medical Center, my team admitted one man four separate times for
alcohol detoxification. LA County offered no rehabilitation service
that met this patient’s needs. Intermittent acute-care hospitalizations
for addiction-related complications paid my hospital well. A
successful addiction rehabilitation program would have reduced our
revenues from the government. This has to change.
The U.S. Government war on drugs is also a costly failure
(See Chapter 19). Alcohol and drug addiction need to be treated as
medical problems not as moral failings or police problems. An
effectively reorganized health care system must provide the
estimated 10 million alcohol and drug addicts in the U.S. and our
health care providers with financial incentives favoring
rehabilitation over episodic acute care. Doubling our spending on
drug abuse prevention and treatment would be a good beginning
(i.e., add $6 billion in funding). Additionally, we must be creative in
providing resources for rehabilitation of addicts. State and federal
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bureaucrats should not be involved with administering the additional
prevention / treatment funds. PCPs should contract for prevention
and rehabilitation services for their patients directly from local
providers in their communities.
Long-term Care
The status of many of the 1.7 million U.S. residents in
nursing homes is a public disgrace. Medicaid and Medicare
inadequately fund long-term care, which leads to insufficient
numbers of nursing attendants caring for elderly and disabled
patients. Higher levels of nurse staffing reduce the need to
hospitalize nursing home residents for infections and other medical
complications.24 Nursing home residents also experience fewer
pressure sores and less weight loss when they have additional help.
The average nursing home aide in California earned only $9.57 per
hour in 2000 – 2001.24 This leads to burnout, high turnover rates,
and poor care.
In 2007, about 16 million Americans will require long-term
care—assistance to people who need help with basic tasks of life,
such as bathing, dressing, and preparing meals. Including home care
and hospice, this will cost $239 billion with over half going to
institutionalization.12, 25 About 14.5 million disabled but noninstitutionalized adults will receive an average of 31.4 hours per
week of personal assistance with activities of daily living, including
3.5 million people who will receive an average of 17.6 hours of paid
help and 13 million will get an average of 30.7 hours of unpaid help.
Some will have both paid and unpaid help. This totals about $396
billion in 2007 worth of home health care services, of which only
$58 billion is paid while $338 billion is unpaid.12, 26 The unpaid help
of family members and friends of elderly and / or disabled people
keeps most of these people from entering nursing homes at public
expense.
While long-term care has long been under-funded and
inequitably financed, the Medicaid demonstration program called
“Cash and Counseling” shows some promise. In this program,
currently available in 15 states, Medicaid provides a monthly
allowance controlled by the beneficiary. The amount of the Cash
and Counseling allowance is determined after assessing the
324

beneficiary’s need for community-based long-term care services.
Medicaid beneficiaries requiring long-term care and who enrolled in
Cash and Counseling demonstration projects reported more
satisfaction with their care arrangements than those receiving
standard Medicaid services (e.g., nursing home placement and
agency-directed home care). Cash and Counseling beneficiaries
received better access to personal care services (e.g., help with
bathing, feeding and transferring) and reported higher levels of
satisfaction with their care. The caregivers (most frequently family
members and friends) experienced less physical and emotional
strain.27 This is the kind of approach needed in long-term care.
Currently, neither public nor private insurance provides
adequate protection against the costs of long-term care either at
home or in a nursing home. Medicare covers about 17% of longterm care costs and private insurance covers only 10%. Medicaid,
which pays 47% of the costs, does not protect against financial
catastrophe; it finances services only after catastrophe strikes.25
Because of anticipated cutbacks in Medicaid and the aging of the
U.S. population, only comprehensive health care reform will keep
the situation from getting much worse.
Home Care
According to the National Association of Home Care, 1,300
out of 8,000 home health care agencies have closed as a result of
Medicare's recent conversion to a prospective payment system for
post hospital facilities.28 The remaining home care providers are
being squeezed financially. For many reasons, we need more rather
than less home care providers.
The landmark Americans With Disabilities Act (ADA) in
1990 granted a degree of civil rights to the disabled. In 1995, the
United States Court of Appeals for the Third Circuit ruled that
needless isolation of people with disabilities in institutions
constitutes segregation which is banned by the ADA. In 1999, the
Supreme Court, in Olmstead v. L.C., affirmed that needless
institutional confinement violates the ADA.29 Still today, many
disabled people, who could live independently with assistance, live
in institutions for financial reasons. Even when it costs society less
to have disabled people live independently, many remain in
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institutions only because of bureaucratic rigidities and inefficiencies
in various government programs.
Primary care physicians (PCPs), not federal or state
government regulators or insurance company administrators, should
determine whether disabled people are best cared for at home or in
nursing homes. PCPs, not Washington, DC bureaucrats, should
monitor the quality of care of their patients requiring long-term care.
Having PCPs managing the long-term care money would create
built-in incentives encouraging more flexible and less expensive
approaches to caring for the frail elderly and disabled than
institutionalization. PCPs, with the aid of social workers and other
consultants, can best determine a fair and equitable payment on an
individualized basis to support these people and their families. For
instance, following the example of the Cash and Counseling
Medicaid demonstration project, family members could be paid to
care for their elderly relatives in their own homes.
Hospice
As mentioned in Chapter 17, hospice care of the terminally
ill will receive about $9.1 billion in 2007 while futile care will cost
$70 – $140 billion. PCPs with training in palliative care / hospice
should be in charge of authorizing payment for all the medical
services of terminally ill patients. These PCPs would soon learn that
patients with advanced incurable illnesses are best served by
intensive supportive care, at home if possible, rather than futile
hospitalizations and intensive care unit nightmares. Excellent endof-life care already means better quality of life for patients,
bereavement services, home health aides, and social work consults,
and financial advantages for patients, their families, and the country.
Alternative Medical Therapies
Given the rapid changes in medical science, the distinction
between orthodox therapy and alternative treatment will remain
fluid in all areas of medicine.
Most alternative treatments are unproven because
randomized controlled trials have not been done rather than because
appropriate trials have demonstrated that the treatment does not
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work. For instance, how would you do a randomized controlled trial
of fasting? Other alternative treatments, such as prolotherapy for
chronic muscle, joint, or bone pain30-32 (Chapter 15) and intensive
lifestyle change programs for coronary artery disease33, 34 (Chapter
9) have shown effectiveness in randomized controlled trials yet have
not been adopted by the medical establishment, Medicare, or private
insurers.
Another blatant case of ideology trumping science is the
FDA’s decision to declare “medical marijuana” worthless, after the
Institute of Medicine of the National Academy of Sciences reported
in 1999 that randomized controlled trials show marijuana to be safe
and effective for chemotherapy-induced nausea and vomiting and
the wasting syndrome associated with AIDS.35, 36 While heading an
oncology service at Long Beach General Hospital in 1980 – 81, I
served as one of the investigators in a government-funded trial
researching the effects of marijuana on patients with uncontrolled
nausea and vomiting due to chemotherapy. It worked!
Turf battles in the competition among different types of
specialists over lucrative patients has led to excluding these effective
and relatively inexpensive treatments from government and private
insurance reimbursement. For example, orthopedic surgeons and
physical medicine physicians may oppose insurance reimbursement
for chiropractors and body work therapists.
PCPs are best able to weigh the benefits and costs of
alternative therapies in their patients. A person’s PCP should be able
to do referrals to alternative medical therapies in the same manner as
referrals to orthodox medical specialists.
Researching Lifestyle Approaches to Preventing and Treating
Disease
In 2007, industry, primarily pharmaceutical companies, will
fund about $72 billion of the $125 billion spent on medical research
in the U.S..12, 37, 38 We are not getting our money’s worth. Much of
the money we now spend researching “me too drugs” and high tech
treatments for chronic diseases should be allocated instead to studies
comparing alternative therapies to orthodox treatments and to
implementing health promotion interventions (i.e., diet, exercise,
stress management, etc.).
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I think that we should begin to spend more on researching
lifestyle approaches to preventing and treating disease in 2007—$5
billion.
Human Immunodeficiency Virus (HIV) – Acquired
Immunodeficiency Syndrome (AIDS) Prevention Strategies
For political rather than medical reasons, standard public
health methods of epidemic control have not been applied to HIV /
AIDS in the U.S.. Applying those methods has the potential to
prevent half to two thirds of the 40,000 new HIV infections per year
in the U.S..39 At the current average lifetime cost of care for a
patient with HIV infection ($200,000) more effective epidemic
control policies would save between $4 billion and $5.4 billion per
year.40 Widespread availability of condoms, syringe-exchange
programs, public health notification of the partners of infected
persons, and improvement of case management and monitoring
systems would cost an additional $1 billion – $2 billion per year
nationally or two to three times the current Center for Disease
Control funding for HIV prevention.39 We should fund the necessary
public health measures to optimally control this epidemic.
According to Dr. Peter Piot, Director of the AIDS prevention
program for the United Nations (UNAIDS), worldwide only one in
10 men who have sex with men in the world and only one in six sex
workers receive HIV prevention information. Although anti HIV
drugs can prevent the transmission of HIV from mother to baby, this
treatment is available to only about 5% of HIV-infected pregnant
women in 10 pregnant women worldwide.41, 42
In 2004, a record 5 million people in the world became
infected with HIV, and 3 million died of AIDS. The UN reports that
about 40 million people are infected in 2006 compared with 20
million in 1996. The control of HIV worldwide directly affects the
health of people in the U.S.. The UN estimates that 90% of people
who urgently need treatment are not getting it.43
Although about $8 billion will be spent on HIV-AIDS
prevention and treatment in 2007, it is not up to the task. Dr. Piot
estimates that, in 2007, $18 billion will be needed to get ahead of the
epidemic.41 The U.S. should be able to pay its share, but it is not.
President Bush promised in his 2003 State of the Union address to
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spend $15 billion over five years on AIDS in Africa and the
Caribbean. However, he requested only $200 million for 2004.
Congress authorized $550 million.
Generic anti-HIV drugs have been approved by the World
Health Organization (WHO), endorsed by the World Bank, and used
in several African countries. However, due to political pressure from
the pharmaceutical lobby, the Bush administration has so far paid
only for medicines that are still under patent and cost much more.
Consequently, only about 300,000 people in the world's poorest
nations are getting the anti-HIV drugs out of six million who need
them.44
Dr. Paula Tavrow, Director of the Bixby Program in
Population and Reproductive Health at the UCLA School of Public
Health, described how ideologically-based U.S. Government edicts
restricting the uses of prevention and treatment funds limit our
ability to stop the HIV-AIDS epidemic.45, 46 From her lengthy
personal experience with HIV prevention in Kenya, she decries the
Bush administration's policy of emphasizing abstinence-only
programs and cutting federal funding for distributing condoms. The
Bush Administration’s reauthorization of the “global gag rule”
mandates that no foreign agencies may receive U.S. assistance if
they provide abortion services, including counseling or referrals, or
lobby to make or keep abortion legal. This reduces access to
contraceptives and undoubtedly increases unsafe abortions.
The President's Emergency Plan for AIDS Relief (PEPFAR)
requires that one-third of PEPFAR prevention funds must be spent
on "abstinence / be faithful" youth programs. Faith-based
organizations conducting abstinence-only campaigns receive U.S.
Government funding while those offering comprehensive sex and
life skills education and services to rural youths do not. In June
2005, the Bush administration decreed that any nongovernmental
organization receiving U.S. government funding must explicitly
oppose prostitution and sex trafficking. This means that NGOs
receiving U.S. aid to train sex workers to serve as health educators
and condom distributors are required to condemn these same sex
workers. Developing countries must now choose either to return
HIV-AIDS prevention and treatment funds to the U.S. as Brazil has
done or condemn the very people who are implementing their highly
effective prevention programs for sex workers. Many NGOs in
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Africa think it is untenable to condemn sex workers, so they feel
compelled to close down their sex worker programs.46
By spending more money on prevention and demanding
affordable drugs from the pharmaceutical companies, we can and
should lead the world in eradicating HIV. Given the seriousness of
the world-wide epidemic, a reasonable additional expenditure for
HIV-AIDS prevention for the U.S. in 2007 is $10 billion, allocated
according to evidence-based public health approaches of fighting an
epidemic, not ideology.
Conclusion
None of these issues can be successfully resolved in
isolation. All of them require additional funding and health care
already costs too much in the United States. The funding for these
important health care needs requires that we eliminate funding for
tests and treatments that don’t work. Appropriately, funding all of
these areas of our health care system can only be accomplished in
the context of comprehensive health care reform (Chapter 24).
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Chapter 23
Medico-legal Chaos
When I have mentioned to people that I am writing a book
addressing the cause of high health care costs, they often reply that
excessive malpractice payments are a major part of the problem. In a
recent survey, 71% of U.S. residents agree that "A main reason
health care costs are rising is because of medical malpractice
lawsuits." Also, 78% say that they are "concerned about access to
care being affected because doctors are leaving their practices due to
rising liability costs."1 The degree to which medical care is
becoming increasingly unaffordable because of malpractice has been
the subject of a very polarizing political debate. Hospitals, long-term
care providers, businesses, health care professionals, and
Republicans argue that the “malpractice crisis” is a major factor in
out-of-control medical costs.2 Many trial lawyers, consumer groups,
and Democrats think that malpractice litigation contributes relatively
little to soaring medical costs and fear not adequately compensating
the victims of medical malpractice. Consequently, they complain
about excessive insurance company profits, and they oppose caps on
non-economic damages, limits on attorney costs, and other “tort
reform” measures.3
To put that debate into perspective, some actual malpractice
cases illustrate the issues:
Case 1: Refusal of HMO to Pay for Bone Marrow Transplant
for Breast Cancer Patient
In December of 1993, a jury hit Health Net, an HMO in
California, with an $89.1 million verdict for unfairly treating breast
cancer patient Nelene Fox. At that time it was the largest
malpractice award in U.S. history. Health Net refused to pay for a
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bone marrow transplant for Ms. Fox’s metastatic breast cancer,
citing that the procedure was unproven to work for breast cancer.
Mark Hiepler, a young lawyer who was her brother, tried the case.
He swayed the jury, in part; by pointing out that that Health Net
employees themselves received bone marrow transplants. After
Health Net appealed the verdict, Mr. Hiepler agreed to an
undisclosed out-of-court settlement.4
Subsequent reports of randomized trials of breast cancer
patients receiving bone marrow transplants with high dose
chemotherapy versus conventional dose chemotherapy showed no
survival benefit with bone marrow transplant and markedly
diminished quality of life due to side effects of this drastic
treatment.5-7 A analysis of the procedure found that each woman
receiving high dose chemotherapy with a bone marrow transplant
suffered an average of 11 more days in the hospital at an additional
cost of over $55,000.8 If all 40,000 women dying of breast cancer
each year had a bone marrow transplant, the additional cost would
be over $2 billion in 2007, and the additional suffering would be
impossible to calculate.
Comment
Juries decide malpractice trials based on the facts of the case
and the interpretation of those facts from testimony by expert
witnesses, usually medical specialists. Judges do not generally allow
the defendant or other witnesses to introduce clinical trials from the
peer-reviewed medical literature as evidence. The justification for
this policy is that, if articles from the medical literature could be
introduced as legal evidence, expert witnesses would have a
scientific duel that only they could understand. The result is that
medico-legal cases are decided according to the respective oratorical
skills of the attorneys and hired witnesses rather than according to
evidence-based medicine.
Legally, it did not matter that bone marrow transplant has
never been proven to prolong life in patients with metastatic breast
cancer. All that mattered was that some respected cancer specialists
were recommending it for their patients. The cancer specialists
profited from treating patients with bone marrow transplants, so they
had financial interests in the verdict. Judges know little about
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evidence-based medicine and lay juries know even less. The general
reputation of HMOs as money driven monsters that profit by
denying needed care sealed the verdict.
Case 2: Losing Medical Access Due to High Malpractice
Insurance Rates
In a press conference staged by American Hospital
Association / American Medical Association lobbyists and three
Republican senators, Mary Rasar told of her father’s serious car
accident in Las Vegas the day after high liability premiums forced
the local trauma center to close. Ms. Rasar’s father died because of
the delay in getting him to a trauma center much farther away.
Senator John Ensign (Nevada-R) said that it was very sad that he
died and vowed to press for caps on jury awards for non-economic
damages in malpractice cases.9
Comment:
In this case and perhaps in many others, our dysfunctional
method of dealing with medical malpractice may cost lives of
people losing access to care. High malpractice insurance premiums
definitely affect access to affordable care and, in this case, care at
all. However, caps on jury awards for non-economic damages will
not even begin to solve the problem.
Case 3: Seven-year-old Jessie Geyers, Alleged Victim of
Negligence
Jessie Geyers’ pediatrician referred her to the John Muir
Medical Center emergency room in Walnut Creek for a suspected
“septic knee.” The emergency room doctor diagnosed a viral
syndrome and prescribed mild pain medications. By the time that
her parents brought her back to the emergency room, it was too late.
Autopsy results showed that she died of a generalized bacterial
infection that began in the knee. When treated in time, antibiotics
almost always cure this kind of infection.10
Jessie’s parents decided to sue. The first four lawyers that
they consulted declined to take the case because of the landmark
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1975 California malpractice law that caps non-economic damages
such as pain and suffering at $250,000. This case did not involve
any expenses for future medical care or for lost wages. A fifth
attorney finally took the case even though he feared that he might
spend up to the cap just preparing for trial.
Comment:
The Bush Administration and others cite California's
malpractice law as a national model for tort reform. Since 1975,
California’s malpractice insurance rates have increased less than half
the national average since the cap took effect with about the same
number of malpractice suits per doctor.
California juries awarded $800,000 on average in
malpractice death cases from 1995 to 1999. Juries are not informed
about the $250,000 cap. Consequently many attorneys avoid
malpractice cases that face the $250,000 cap without the possibility
of winning additional damages for lost wages or medical costs. They
complain that the cap has never been adjusted for inflation and that
costs of bringing a complex medical malpractice case to court are
much higher than in 1975.
The Santa Monica, CA based Foundation for Taxpayer and
Consumer Rights believes that legal challenges to malpractice
insurers' requested rate increases would make malpractice insurance
premiums affordable — not the cap on pain and suffering
damages.11 This case illustrates that some victims of medical
malpractice do not get fairly compensated with the current legal
system. It also points up that attorneys’ fees and court costs
consume too much of the funds from verdicts and settlements
regarding medical errors. Why should an open and shut case like
this require over $100,000 in trial preparation costs bring to trial?
Costs of Medical Malpractice
Estimates of the cost of our system of adjudicating
malpractice payments to injured patients and their families vary,
depending on what is included in the estimate. According to the
Center for Justice and Democracy, malpractice premiums are only
about 0.58% of total health care costs ($13.4 billion in 2007) and
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malpractice payouts total about 0.38% ($8.8 billion).3, 12 The
Tillinghast business of Towers Perrin, a financial analysis company,
probably gives a more accurate estimate of malpractice costs,
including not just doctors but also other health professionals and
hospitals. They also include claims that are quickly settled without
the filing of a suit. Adjusting for recent trends in malpractice tort
costs, medical malpractice will cost about $40 billion in 2007.12, 13
Torts overall cost Americans more than twice as much money per
capita as they do in other industrialized nations (about $320 billion
or 2.3% of GNP projected for 2007).
The cost to Americans of defensive medicine (unnecessary
tests, treatments and referrals ordered to avoid possible malpractice
suits) and the overall costs of “excessive malpractice awards” are
hard to pin down. According to a bulletin from the U.S. Department
of Health and Human Services, defensive medicine will add at least
$30 billion to health care expenditures in 2007 in the United
States.12, 14 The American Medical Association estimates that $60 –
108 billion would be saved in health care costs each year by placing
a reasonable limit on non-economic damages.12, 15 Tommy G.
Thompson, Secretary of Health and Human Services, said that
excessive malpractice awards cost Americans $72 billion per year
through out-of-pocket payments, increased health insurance
premiums, and taxes.12, 16
The Center for Medical Consumers and The New York
Public Interest Research Group cite a federal government Office of
Technology Assessment to claim that liability concerns have a
relatively small effect on practice patterns.17 And, they assert that
some so-called "defensive medicine" may be good medicine—
averting unnecessary patients' injuries. The major findings of the
Office of Technology Assessment were:
•

•

Less that 8% of all medical diagnostic procedures
are done because of conscious concern about
liability risks.
Most physicians who order "aggressive diagnostic
procedures . . . do so because they believe that
such procedures are medically indicated not
primarily because of concerns about liability.
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•
•

The effects of tort reforms—caps on noneconomic damages—are likely to be small.
It is impossible to estimate the level and overall
national cost of defensive medicine.18

The Center for Medical Consumers would require health
care providers who make a medical mistake to tell the patient and
his or her family when such a mistake occurs and causes patient
harm even if such admission exposes them to liability.17 This brings
up an important question: How much malpractice actually occurs?
How Much Malpractice Actually Occurs?
The Harvard Medical Practice Study of medical negligence
in New York (1984)19, 20 and a subsequent study in Utah and
Colorado (1992)21, 22 gave almost identical results: Malpractice
occurs in about 1.0% of hospitalizations. Additionally, about 46% of
all malpractice occurs in outpatient settings.21-23 Given that there
will be about 37 million hospitalizations in the U.S. in 2007,24 this
translates into 685,000 cases of medical malpractice per year. The
number of cases filed nationally declined 4% between 1995 and
2000,25 so, if the decline continues, the number of cases filed with
be less. The estimated cost of medical malpractice adjusted for
inflation in 2007 will be about $27.7 billion ($40,400 per case x
685,000 cases = $27.7 billion: $9.8 billion economic losses (lost
wages, etc.) and $17.9 billion in future medical costs).12, 21 While the
cost of our malpractice tort system is close to the economic and
medical costs of malpractice, few malpractice victims are ever
compensated and most of the money goes to attorneys’ fees and
court costs to adjudicate cases of alleged below standard care.
Judging from an asortment of published figures, 2.4% –
3.0% of victims of medical malpractice ever file a legal suit. For
every successful malpractice case filed, four more cases are
dismissed in our tort system (i.e., about 16,700 malpractice payouts /
86,500 cases filed in 2001).25, 26 No study has attempted to
determine how many of the 16,700 verdicts of malpractice were not
truly evidence-based and how many of the 86,500 of the
unsuccessful cases were meritorious. Considering how little lay
judges and juries understand about applying evidence-based
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medicine principles to complex cases, a high proportion of errors
probably occur in both directions. Given the track record of our
terribly unjust and inefficient tort system, if all 685,000 genuine
malpractice victims were compensated with the efficiency of the
current system, it would cost $1.1 – $1.4 trillion—about half of the
cost of health care in 2007.
If doctors, other health care administrators, and hospitals did
report all their errors to their patients, the amount of malpractice
litigation would probably rise dramatically. However, our current
adversarial system encourages doctors and hospitals to cover up
errors because of the major consequences of a malpractice
conviction.
Tort Reform in the U.S.
The tort system, as a means of addressing medical
malpractice, is intended to (1) compensate the victims of medical
malpractice and (2) raise the quality of medical care by giving a
disincentive to bad treatment. Does the tort system do a good job of
accomplishing these tasks?
No.
Economic damages to victims of malpractice comprise only
20% of overall medical malpractice expendures. As noted above, at
least 97% of the victims of medical malpractice receive no
compensation. Punitive damages amount to 22% of malpractice
awards, although punitive damages occur in less than 900
malpractice convictions per year ( < 1% of cases filed25). Defense
and prosecution attorneys and administration take the rest. Do
punitive damages improve health care by decreasing malpractice?
No. The four states that do not allow punitive damages have no
more malpractice as those that do.27
Who pays the costs of medical malpractice? The guilty
doctors, other health professionals, and hospitals pass along the
economic burden of this "tort tax" to individuals in higher prices,
lower wages, and decreased return on investments.28
For victims of medical malpractice, for medical consumers,
for practicing physicians, and for the country, the tort system for
determining whether medical errors have occurred and for
337

compensating people harmed by errors just does not work. We need
a completely different approach.
Product Liability for Medical Devices and Drugs
In the 4.4 million Americans who undergo laparoscopic
surgery used in gall bladder removal, gastric bypass, and
gynecological problems each year, severe complications are
uncommon. However, according to Dr. Alan Johns, a Fort Worth
gynecologist who frequently teaches courses on the complications of
laparoscopy, about 100 people die and 10,000 suffer severe
complications each year due to inadvertent burns from shorts in the
electrical surgical instruments. The risk of burns causing
perforations of the bowel and other problems can be virtually
eliminated by using wands with monitoring systems that shut them
down instantly if power is leaking. This shut-off technology costs
less than $1,000 per instrument. The cost of repair surgeries and
malpractice claims is much more than fixing the problem of surgical
instruments leaking electrical current.
Back in 1993 a survey conducted at a meeting of the
American College of Surgeons found that 18% of surgeons using
such instruments had accidentally caused serious tissue burns from
faulty electrical instruments.29 Now that laparoscopy is much more
commonly done, the rate is undoubtedly higher. Despite product
liability lawsuits and malpractice suits against surgeons, fewer than
25% of the nation's hospitals have made investments in safety
monitoring systems for laparoscopy surgical instruments. As an
incentive for installing the safety devices on electrical instruments,
the threat of torts has failed. Other approaches should be considered.
The first Vioxx trial about nondisclosure of heart attack and
stroke risks of this widely prescribed pain medicine resulted in a
jury award against Merck Pharmaceuticals of $253.5 million—$24.5
million for mental anguish and economic losses and $229 million in
punitive damages.30 As I write this in April 2006, more than 11,000
individual plaintiffs have filed suits against Merck31 and hundreds of
potential class-action lawsuits are pending in state and federal
courts. The Texas Atty. Gen. Greg Abbott joined the litigants
claiming that Merck defrauded the Texas Medicaid program out of
$56 million.30 Given that an estimated 20 million Americans took
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Vioxx, Merck’s future liability (estimated by Wall Street analysts to
be $10 billion to $50 billion) may dwarf the $15 billion that Wyeth /
American Home Products has paid since 1998 in class action
litigation regarding Fen-phen, the diet drug that caused cardiac
complications.31
Legal suits regarding of dozens of other drugs are currently
underway. The drugs now under attack include:
•

•
•
•

Seroquel, an antipsychotic medicine from
AstraZeneca that causes obesity and type 2
diabetes
Ortho-Evra, a birth-control patch from Johnson &
Johnson that causes blood clots leading to strokes
Prempro, a hormone therapy for women from
Wyeth (see Chapter 19) and
Fosamax, an osteoporosis medicine made by
Merck that occasionally causes severe jaw bone
decay.

A well financed, highly organized medical product liability
litigation industry is actively seeking more and more business. Huge
settlements of asbestos and tobacco lawsuits have given plaintiff’s
firms the resources to finance cases that can take years and millions
of dollars of upfront investment. Aggressive advertising for clients
brings in injured patients. Smaller firms refer potential plaintiffs to a
few large firms that can afford to invest in complex cases. In return,
the smaller firms receive kickbacks in the form of proceeds from
any settlements or verdicts.
Drug makers can afford to spend some of their massive
profits to hire the best lawyers to defend them. Verdicts may depend
on the luck of the draw in jury selection and the tactics and oratory
skills of the attorneys rather than the scientific evidence. The
nuances of evidence-based medicine are probably lost on many of
the lay people deciding these cases.
Again the drug companies and device manufacturers will
pass all of the costs of these tort cases to medical consumers in the
form of higher costs for drugs and treatments.
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“Junk Lawsuits” Against Corporations
Inhaling microscopic particles of silica causes silicosis, a
lung disease that occurs in workers from various occupations (e.g.,
masonry, construction, roofing, medical and dental occupations,
automotive repair, mining, etc.). Because of silica's widespread use,
some plaintiffs' lawyers looked for it to be the next big mass tort
after asbestos and tobacco. However, in 2005, based on evidence of
fraud in interpreting chest x-rays, Judge Janis Graham Jack of the
Federal District Court in Corpus Christi, Tex., dismissed several
thousand silicosis cases in a large class action suit, saying that they
had been "manufactured for money." Records showed that about
65% of the plaintiffs in the Corpus Christi federal lawsuit had also
filed claims for asbestos. Often the same radiologists used the same
chest x-rays to diagnose both diseases. A single radiologist, Dr. Ray
A. Harron, wrote reports in support of 88,258 asbestos claims
submitted to the Manville Trust—some days diagnosing the disease
as fast as one patient per minute. A federal grand jury will
investigate.32
While critics probably aptly call the silicosis class action
cases, “junk lawsuits,” reasonable people can disagree about
corporate responsibility in other legal cases.
Rollover auto accidents kill more than 10,000 people in the
U.S. each year, and cause paraplegia (loss of sensation and
movement in the legs) and other serious injuries in an additional
16,000. Arguably, better roofs would save thousands of these
victims. In August 2005, the National Highway Traffic Safety
Administration proposed a rule that would increase the force a roof
must withstand in a rollover from its current 1.5 times a vehicle's
weight to 2.5 times the weight—at a cost per vehicle of about $12. It
would cover large trucks and SUVs of more than 6,000 pounds for
the first time. But at the same time, they included a rule to make
auto makers happy: protection from future roof-crush lawsuits. A
bipartisan group of Attorney Generals of 26 states protested the
proposed new rule, arguing that it would shift significant costs of
caring for seriously injured victims from the auto industry to
taxpayer-funded programs such as Medicaid and conflict with
consumer rights.33
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In product liability suits against drug companies and
medical-device manufacturers, the Food and Drug Administration
has filed numerous briefs seeking dismissal of the cases. In January
2006, the FDA issued a legal opinion in claiming that FDAapproved labels should give pharmaceutical firms broad immunity
from lawsuits involving complications from drugs. These actions are
a part of a concerted effort by federal agencies to shield leading
industries from state regulation and civil lawsuits on the grounds
that they conflict with federal authority. In the view of the Bush
administration, this will help prevent junk lawsuits.
In my view, the way to prevent junk lawsuits is to take
virtually all medical malpractice and product liability cases out of
the courts.
Conclusion
The inequities in our current medical malpractice and
medical product liability systems can only be resolved in the context
of overall health care reform. The following are some of the factors
that directly or indirectly impact on medical errors and poor medical
outcomes and consequently on medical malpractice:
•
•
•
•

The funding of tests and treatments that don’t
work
An antiquated information storage and transfer
system
A critical nursing shortage
The absence of a national health insurance
program that covers everyone (much of
malpractice awards are for future medical
expenses related to the injury or illness)

Addressing the above factors with comprehensive health care
reform can dramatically reduce the medical errors and medical
malpractice cases. However, it will still not eliminate all medical
errors or poor medical outcomes. People should still be compensated
when they are injured as a result of incompetence or negligence.
One challenge in reforming the tort system will be to compensate all
or nearly all of those seriously injured rather than less than the 3%
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of malpractice victims compensated today. Another challenge is to
avoid convicting physicians of malpractice when they correctly
follow the principles of evidence-based medicine.
Other tests of the effectiveness of tort reform are whether the
cost is affordable, the money is allocated equitably, and how much
goes to patients (i.e., neither too much nor too little).
Comprehensive health care reform proposals such as mine (Chapter
24) should be judged in part by how well they meet these
challenges.
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Chapter 24
Doctor Managed Care—
Patient Centered, Free Market Reform
For the first time since the early 1990s, comprehensive
health care reform has returned to the public debate. In February
2005, a CBS News / New York Times Poll of over 1,111 adult
Americans included the following question: Which of the following
three statements comes closest to expressing your overall view of
the health care system in the United States? (1) On the whole, the
health care system works pretty well and only minor changes are
necessary to make it work better. (2) There are some good things in
our health care system, but fundamental changes are needed. (3) Our
health care system has so much wrong with it that we need to
completely rebuild it. The results show that sentiment favoring
comprehensive reform has grown dramatically since the 1990s:1
CBS News / New York Times U.S. Health care System
Poll February 2005
%
Minor changes
13
Fundamental changes
59
Completely rebuild
27
Don't know / No answer
1
Preferences differ about the best form of administering and
paying for health care, including a government run, single-payer
approach,2 market-based consumer-directed health care,3 health care
vouchers,4 and the Democratic Leadership Council – Progressive
Policy Institute plan.5 However, all these plans fail to account for a
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factor on which politicians ranging on the political spectrum from
Senator Hilary Clinton to former House of Representatives Speaker
Newt Gingrich agree: we waste a lot of the money on medical tests
and treatments that do not improve health. Without identifying and
reducing this waste, no comprehensive health care reform scheme
will work.
Table 1 gives the total costs in lives, serious complications,
and money of institutionalized waste and harm from medical
establishment endorsed tests and treatments that are unproven to
work or shown not to work. Since the cost of ineffective
tests and treatments makes medical insurance unaffordable for
many, Table 1 also includes the cost in lives and money of having
49 million Americans in 2007 without medical insurance12 (Chapter
21). Between 75,000 — 112,000 U.S. lives will be lost to these tests
and treatments that don’t work and $922 — $1,158 billion will be
wasted on these non evidence-based medical procedures in 2007.
As Table 2 quantifies, true reform must also increase funding
for important services that are currently under-funded (Chapters 21
and 22), and reform for our tort-based system of dealing with
medical malpractice (Chapter 23). Adequately financing the health
care needs listed in Table 2 without comprehensive structural reform
of the entire system would cost over $7,000 per person in America
per year.
From 1994 until now, politicians have wanted to merely
tinker with politically strategic aspects of business as usual in health
care. This has failed in the past and has no better prospects for
succeeding now that health care is at a more extreme level of crisis.
Private insurance plans have fared no better than government
medical care programs in controlling administrative costs or
eliminating spending for worthless tests and treatments.
In addition to reducing expenditures on administration and
worthless tests and treatments, what else does health care reform
need to accomplish?
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Table 1. Consequences of Tests and Treatments That Don’t Work in 2007
Test or Treatment
Patients
Deaths
Serious
Cost
Treated
Low
CompliLow
Low
High
cations
High
High
Estimate
Low
Estimate
Estimate
$Billions
High
$ThouEstimate
sands
Unorthodox tests and
11% of
?
?
236
treatments from a RAND
tests and
Corp survey8 (Introduction) treatments
Medicalized childbirth
4,000
?
?
15
Excess cesareans (Chapter
1,080
?
?
3)
Excess prematurity
250
?
?
12
(Chapter 3)
Diet books, programs, and
128,000
?
?
48
products for overweight and
obesity (Chapter 4)
Drugs for obesity (Chapter
2,000
?
?
2
4)
3,000
Surgery for obesity
250
2,500
25,000
15
(Chapter 4)
5,000
50,000
25
High cholesterol
14,000
15
10,000
23.5
medications (Chapter 5)
17,000
?
?
25.5
High blood pressure
22,000
?
?
14
medications (Chapter 6)
16
Tight blood sugar control in
5,000
?
?
20
type 2 diabetes (Chapter 7)
7,000
30
Coronary artery bypass
467
12,400
78,000
52.1
grafting (Chapter 9)
100,000
Angioplasty and stents
1,244
10,000
50,000
63.1
(Chapter 9)
Coronary arteriography
1,414
1,400
1,700
46.8
(Chapter 9)
2,600
Thrombolysis (clot busters)
210
2,100
26,000
0.4
(Chapter 10)
350
3,500
44,000
0.6
Anticoagulants for clots in
400
1,000
8,000
13.2
legs and lungs) (Chapter
1,500
4,000
30,000
47.8
11)
Warfarin in atrial
1,900
11,400
45,600
3.8
fibrillation and other
indications (Chapter 11)
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Table 1. Consequences of Tests and Treatments That Don’t Work in 2007 (cont)
Heparins (Chapter 11)
12,000
12,000
120,000
6.8
36,000
360,000
Antidepressant medications
18,000
170
2,700,000
16.0
(Chapter 12)
?
3,600,000
Screening prostate specific
18,000
?
3.4
antigen (Chapter 13)
Prostate cancer surgery
66
180
23,000
3.4
(Chapter 13)
600
79,000
Radiation therapy for
55
?
34,000
2.4
prostate cancer (Chapter
37,000
13)
Screening mammograms
30,000
?
400,000
4.1
(Chapter 14)
Arthroscopic surgery
350
?
11,000
1.9
(Chapter 15)
425
26,000
2.4
Back pain tests and
54,000
?
?
44
treatments (Chapter 15)
Cancer chemotherapy for
200
2,000
200,000
40
non-responsive tumors
300
6,000
300,000
60
(Chapter 16)
Futile treatments (Chapter
500
?
500,000
70
17) (besides those in
1,000
1,000,000
140
Chapter 16)
Other off-label prescribing
?
?
?
40
of drugs (Chapter 18)
60
Hormone replacement
5,000
?
15,000
3
therapy (Chapter 19)
Routine medical checkups
64,000
?
?
11.9
(Chapter 19)
Alzheimer's disease drugs
1,000
?
?
1.5
(Chapter 19)
Pap smears for women with
10,000
?
?
0.2
no cervix (Chapter 19)
0.4
The “war on drugs”
60,000
?
?
6.8
(Chapter 19)
Antiviral drugs for hepatitis
50
?
50,000
1
C (Chapter 19)
200
200,000
2
Unnecessary
420
250
100,000
10.8
hysterectomies (Chapter 19)
456
500
200,000
11.5
Diet supplements (Chapter
100,000
16
260
20
20)
140,000
?
?
Costs of unaffordability of
45,000
20,500
?
65
insurance (Chapter 21)9-11
130
Total cost of ineffective
75,411
4,392,560
922.1
tests and treatments
112,579
6,539,460 1,158.3
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Table 2. Under-funded Areas in American Health care ($ in billions for 2007)
Under-funded area of health care
Funding AddTotal
itional
required
funding
(rounded
needed
to
$1
billion)
Insurance for the uninsured9, 10 (Chapter
$45
$96
$141
21)
Preventive medicine / wellness care /
< 1
5
6
health promotion (Chapter 22)
Mental health care9, 13, 14 (Chapter 22)
147
151
298
Addiction prevention and treatment9, 15
6
6
12
(Chapter 19 and 22)
Long-term care / home care / hospice9, 16
194
396
590
(Chapter 22)
HIV-AIDS prevention (Chapter 22)
1.0
10
11
Compensation for victims of medical
40
1,100
1,140
errors9, 17-19 (Chapter 21 and 23)
Electronic medical records20, 21 (Chapter
0.27
20
20
22)
Researching lifestyle approaches (Chapter
<1
4
5
22)
Recruit and retain more nurses (Chapter
0.15
2
2
21)
Patient “Bill of Rights”9, 22 (Chapter 21)
0
14
14
Total
< 475
1,752
2,239

Defining the Goals of Health care Reform
Before choosing a particular method of restructuring the
medical care system in the U.S., we need to define what health care
reform needs to achieve. Some of the necessary components of
comprehensive health care reform are the following:
1. Educate physicians and the public about
evidence-based medicine (Chapters 1 and 2)
2. Drastically reduce spending on tests and
treatments that do not benefit patients (Chapters
3 – 7 and 9 – 20)
3. Provide professional training for humane end of
life care that recognizes the dignity of the
terminally ill person and enhances quality of
life (Chapter 17)
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4. Assure universal health care insurance coverage
(Chapter 21)
5. Reduce administrative costs (Chapter 21)
6. Eliminate fraudulent payments for services
(Chapter 21)
7. Reduce medical errors (Chapter 21 and 22)
8. Substantially increase the proportion of health
care expenditures allocated to preventive care,
which is by far the most effective and least
costly medicine (Chapters 8 and 22)
9. Allow equal insurance coverage for mental
health problems as physical illnesses (Chapter
22)
10. Allocate adequate funding for long-term care,
including home care and hospice (Chapter 22)
11. Adopt electronic medical record systems that
guarantee confidentiality (Chapter 22)
12. Reform our medico-legal system by
compensating all or nearly all of those disabled
by injury or illness for their economic damages
whether caused by negligence or incompetence
or not (Chapters 23 and 24)
13. Determine damages from pain and suffering in
malpractice cases by fairly balancing the
interests of individuals and society (Chapters 23
and 24)
14. Develop fair and flexible but evidence-based
methods of determining the appropriate
payment for all health care services (Chapter
24)
How can we accomplish all of these goals at the same time?
First, the comprehensively reformed health care system should be
“patient centered.”
Patient Centered Care
The National Health Council, representing more than 115
voluntary health agencies, professional and membership
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associations, nonprofit organizations with an interest in health, and
health related businesses, commissioned a review of the many
definitions of “patient centered care” as part of its “Putting Patients
First” initiative, and concluded with the following definition:
“Patient centered care is quality health care achieved through a
partnership between informed and respected patients and their
families, and a coordinated health care team.”23
A conference of leading health care policy experts convened
by the Institute of Alternative Futures and the Picker Institute titled,
“Patient Centered Care 2015: Scenarios, Vision, Goals, and Next
Steps” best defined the hope of patient centered care. The
participants titled the most favorable future scenario that they could
imagine, “Collaborators in Health,” and described it as follows:
Because health is everyone's responsibility, health
services are structured to apportion accountability
and incentives to patients, physicians, and other
players to make their best contribution to health.
Collaboration is the multiplier that transforms
limited resources into effective health outcomes.
Patients and professionals share responsibility for
decisions and practices that foster safety and
evidence-based medicine. They thrive in a web of
relationships connected by open access to
information, coaching and support, and responsive,
easy to navigate processes. Patients and healthy
individuals succeed with the support of their
families, patient peer groups, health professionals,
and advanced biomonitoring and information
systems. Advances in medical, social, and spiritual
technologies are tools in their hands to facilitate
learning and healing. With the advent of shared
accountability, communities have newfound
resources for sustaining the health of everyone and
their circle of concern widens to take in poverty and
other social problems at the root of poor health.24
To successfully institute patient centered care, we must
change our method of determining what medical services are
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covered by insurance and how much is paid for tests and treatments.
The determination of insurance funding according to standardized
practice guidelines endorsed by the government, insurance
companies, and special interest groups needs to go.
How do we provide the maximum possible autonomy for
patients and health care professionals while appropriately allocating
health care resources and controlling costs? We need to adopt a
patient centered, free market health care system. “Doctor Managed
Care” is such a system.
Doctor Managed Care
Comprehensive health care reform with Doctor Managed
Care would mean that primary care physicians (PCPs) would replace
bureaucrats from the government and health insurance companies as
the managers of health care resources. It would use transparent
pricing and healthy competition between individual health care
providers, rather than insurance company or government regulations
and bureaucracy, to stop our waste of lives and money on ineffective
and / or unsafe health care services and excessive administrative
costs. How would it work?
First, someone has to be in charge of allocating health care
resources for each individual. Our current system with insurance
companies or government regulators in control, has failed miserably.
Doctors (primary care physicians [PCPs] and specialists) now order
the tests, treatments, and consultations, but have little control of the
all-important aspect of insurance payment for medical services. The
alternative is to have one person, a doctor, in charge of determining
what medical insurance will cover for each patient.
Opinion polls show that Americans prefer to have physicians
making health care decisions rather than administrators. PCPs are
better suited than specialist physicians for this role for a number of
reasons. Ideally, PCPs treat the whole person and get to know their
patients better than specialists who focus on one particular disease.
Specialists determine what tests and treatments their patients need
and then earn their money providing those tests and treatments. This
conflict of interest has in part led to the overuse of expensive and
often dangerous technologies. Another compelling reason to have
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the PCP in charge is that a patient has one PCP but 0 – 10+
specialists.
Central Role of the Primary Care Physician (PCP)—The
“Concierge” Doctor
With Doctor Managed Care, each U.S. resident would
choose his / her own PCP. More PCPs would be needed because the
new responsibilities would mean each PCP would care for fewer
patients (about 1,000 instead of 2,000 – 3,500 now). Nurse
practitioners and physician assistants would also provide primary
care services, as now, under the supervision of PCPs. Because of the
disproportionately high number of physicians who practice a
specialty, many more nurse practitioners and physician assistants
will be needed for primary care with Doctor Managed Care. Because
of the need for at least double the number of PCPs, some medical
specialists will be attracted to shift part or all of their practices to
being PCPs. Consequently, doctors’ (nurse practitioners’ and
physician assistants’) visits would be longer than the current 10 – 15
minutes now allotted. PCPs would compete with each other to
attract patients by providing “concierge care” (see Chapter 21 under
“Concierge" or "Boutique" PCP”).25, 26
PCPs would have the authority to authorize insurance
payment, with or without co-payments from patients, for any and all
health care services (diagnostic tests, treatments, hospitalizations,
medications, specialist consultations and services, preventive
medicine strategies, drug / alcohol abuse rehabilitation programs,
long-term care, etc.). In fact, PCPs would be the insurance
companies. Patients would be free to receive services not PCP
authorized by paying out of pocket.
They could also appeal the denial of their PCP’s
authorization for insurance payment for a service in two ways. For
each PCP, a patient committee would serve as an appeal board to
review denials of insurance payments by the PCP. A supermajority,
say 70%, of committee members would be required to overrule the
PCP’s denial of insurance coverage for a medical service.
Alternately, a patient denied insurance coverage for a medical
service could appeal the PCP’s decision by changing PCPs,
choosing one that would approve payment. However, a patient could
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switch doctors only when they could find a new PCP willing to
assume his / her care and the expense of the disputed medical
service.
The health care provider specialists would compete with
each other for referrals from PCPs based on quality of care and cost.
Market forces would determine fair and just compensation for
specialist health care providers and facilities by having them
negotiate payment directly with PCPs or their practice
administrators. Unnecessary tests and treatments and excessive
charges by specialists for evidence-based services would be reduced,
because each PCP would have to authorize payment of each
patient’s pharmacy charges, tests, treatments, hospitalizations, and
specialist bills.
PCPs would be required to post their yearly expenditures by
patient care category on the Internet. Consumers could provide
feedback and could shop for PCPs according to, among other things,
how well individual PCPs manage the resources for sickness care,
health promotion, and long-term care.
As happens now, many PCPs would practice in groups and
cover each others’ practices when needed, which would improve the
efficiency of administering their practices.
PCPs Serving as Insurance Companies
With Doctor Managed Care, PCPs would compete in part by
avoiding payments for tests and treatments that don’t work. The
reduction in funds going to hospitals, health care professionals, and
medical products would come from administrative overhead and
avoiding unnecessary tests and treatments not by reducing the
delivery of medical services that are evidence-based to be effective.
Each PCP would receive a capitated fee for each patient to
cover all health care services. Health services payment
administrators would determine a fair amount of money for each
individual patient by adjusting for that patient’s age, sex, medical
diagnoses, and cost of sickness care in recent years.
The following is a comparison of the status quo financing of
personal health care in 20079 with the proposed funding with my
Doctor Managed Care plan:
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Table 3. Status Quo Health care Funding per average
2007
Government insurance programs
Private funds
• Medical insurance
• Out of pocket
• Other private funding (charity foundations,
etc.)
Total

individual for
$3,355
3,795
2,465
850
550
7,150

Table 4. Proposed Doctor Managed Care Health care Funding per
average individual for 2007
Government insurance programs
$5,750
Private funds
1,400
600
• Medical insurance (of $1,200 collected,
$600 on average would be refunded, see
below)
250
• Out of pocket
550
• Other private funding (charity foundations,
etc.)
Total
7,150
The capitated funding from government insurance for an
individual would range from about $2,000 for the healthiest young
person to about $60,000 for a dialysis patient or nursing home
resident. On average, the PCP’s part of the fee would be 5% of the
total $5,750 received from government insurance, averaging $288 in
2007 (5% of $5,750 = $288). For each patient followed by a nurse
practitioner or physician assistant under the supervision of a PCP,
the nurse practitioner or physician assistant could negotiate the split
in insurance reimbursement. A reasonable split would probably be
in the range of 75% going to the nurse practitioner or physician
assistant and 25% to the supervising PCP.
With Doctor Managed Care, $6,350 on average for health
care per U.S. resident in 2007p would go into two funding accounts:
sickness care and “health promotion / compassionate care.”
p

Government insurance ($5,750) + private insurance ($600: premium = $1,200,
average refund = $600, net = $600, explained below)
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Individual PCPs would collect the $1,200 per year ($100 per month)
insurance premiums from their patients. People unable to pay the
$1,200 insurance premium could negotiate working it off by
donating their services at local non-profit agencies or assisting other
patients at the discretion of their PCPs. Using health care saving
accounts would be strongly encouraged to pay for the insurance
premiums and out-of-pocket costs and would remain tax deductible.
On average, approximately two-thirds of the $6,350 would
go to sickness care ($4,230 in 2007) and one-third to health
promotion / compassionate care ($2,120 in 2007). Health promotion
/ compassionate care includes:
•

•
•
•
•
•
•

Disease prevention / wellness care (e.g., nutrition,
exercise, gymnasium memberships, sports
activities, stress management programs, etc.)
Addiction prevention / treatment
Long-term care (i.e., nursing home, home care,
and hospice)
Compensation for illnesses and injuries whether
caused by medical errors or not
All disability indemnity payments
Food stamps for the poor
Financial support for the severely mentally ill and
the poor (“workfare” whenever possible)

This would improve health, reduce sickness care costs, and
create jobs. The specific needs of each patient population would
dictate the particular health promotion / compassionate care services
the PCPs for that population would provide or authorize (Table 5).
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Table 5. Money Saved with Doctor Managed Care (DMC) and New Spending ($ billions)
Decreasing
SavNew Spending (projected status
Funds
Total
unnecessary
ings
quo 2007 spending)
for
expenditures
from
more
DMC
services
Reduce funding of
461
tests and treatments
that don’t work (half
the low estimate in
Table 1)
Reduce administration
400
from 31% to 10% of
medical care cost
Costs of administering -143
the tests and
treatments that don’t
work. ($ 461 b x .31 =
$143 b)
Electronic medical records27
20
20
(0.27)
AIDS prevention27, 28 (1.0)
10
11
Researching lifestyle approaches
5
5
(< 1)
Training additional nurses29, 30
2
2
(0.15)
Health promotion / wellness care
681
681
27
(0.8)
Added
fundSubstance abuse prevention /
ing
treatment9, 15 (5.7)
Long-term care including nursing
homes, home care, and hospice9
(194)
Compensate victims of medical
errors9, 18 (40)
Compensate the sick and injured
who are not victims of medical
errors
Workers’ comp indemnity
payments31, 32 (60)
Food Stamps33, 34 (30)
Support for the severely mentally
ill35 (40)
Anti-poverty welfare and social
programs 27 (49.6)
Totals

718

423

718

1,141
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Cost Control
Given that the demand for health care services in America is
virtually infinite and that the resources are finite, a fair system of
applying financial incentives to encourage judicious use of
health care services is essential. Ideally, doctors and patients should
work together toward optimum health and the maximum cost
effectiveness in the allocation of health care services. The system
should be self-adjusting for changes in circumstances, easily and
inexpensively administered, and transparent. We should be able to
relate the diverse health care resource allocation styles of different
PCPs to health care outcomes in order to learn what works well and
to foster continuous quality improvement.
Cost control should be achieved without government or
insurance company bureaucrats intruding on doctor-patient
relationships or the tort system sapping precious health care funds
and distorting practice patterns. I think the following financial
incentive system of would help accomplish all these things.
For each PCP’s group of patients, the Doctor Managed Care
health services payment administrators would adjust the risk rated
capitated insurance payment for all patients, averaging $5,750,000
in 2007 ($5,750 per patient [Table 4] x 1,000 patients = $5,750,000),
by an indexing factor, relating to the total funds expended for
sickness care for all his / her patients. The indexing factor would
assure that the lower the cost of sickness care of the group of
patients in the practice, the higher the overall amount of money
received from the government for health promotion / compassionate
care and vice versa. PCPs would be paid, in part, according to how
successfully they controlled sickness costs in their practices. On
average, they would be paid about the same as they are now.36, 37
Financial incentives for PCPs and their patients to avoid expensive
tests and treatments that don’t work is preferable to the current cost
control effort by distant insurance company and government
bureaucrats who ratchet down spending with guidelines, regulations,
and fine print in policies that limit coverage. The financial
incentives should foster healthy competition between PCP practices
and cooperation between PCPs and patients. My initial suggestion of
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how to fairly administer the financial incentives is complicated and
would be of more interest to health care policy wonks than the
average reader.q Others may improve my initial idea.
q

Assume that, while the health risks of individual patients would vary widely, the
group as a whole has an average risk of requiring sickness care expenditures.
For example, the indexing factor may range from 0.9 to 1.1, with 0.9
relating to the highest overall average patient sickness care cost and 1.1 relating to
the lowest overall cost. A PCP practice with 1,000 patients that spent more money
than all other PCP practices for sickness care per patient would receive
$5,175,000 (i.e., 1,000 patients x $5,750 per patient [Table 4] x 0.9 index factor =
$5,175,000). If the PCP practice spent the least of all others, the practice’s gross
reimbursement would be $6,325,000 (1,000 patients x $5,750 per patient x 1.1
index factor = $6,325,000). Therefore, each patient from a PCP practice with the
least overall cost of sickness care would average $1,150 more for health
promotion / compassionate care services than a patient from a practice that spent
the most for sickness care ($6,325,000 – $5,175,000 = $1,150,000 and $1,150,000
/ 1,000 patients = $1,150).
Each PCP’s income would be 5% of the practice’s allotment from the
health services payment administrator. In this example, the PCPs’ gross incomes
would range from $258,000 ($5,175,000 x 0.05 = $258,000) to $316,000
($6,325,000 x 0.05 = $316,000). Currently, office overhead takes about 50% of
the average PCP’s gross earning (i.e., $144,000 = 0.50 x $288,000), and this much
would be required for the PCPs to administer the new system. With Doctor
Managed Care, the net yearly earnings of PCPs would average about the same as
now ($144,000: range $129,000 – $158,000).
From the $1,200 health care insurance premium paid in 2007 [Table 4], a
patient with a PCP whose practice spent the least on sickness care could receive
the entire $1,200 back at the end of the year. A patient with a PCP whose practice
spent the most on sickness care would receive nothing back at the end of the year.
The patient of a PCP who spent the mean amount on sickness care would have
$600 returned.
Out-of-pocket sickness care costs paid by patients would not influence
the indexing factor determining overall reimbursement from the health care
services administrators and consequently the health promotion / compassionate
care services budget. This would encourage PCPs, with their patients’ support, to
have patients pay out-of-pocket for brand name drugs when generics are
equivalent or for any non evidence-based tests and treatments.
The U.S. Congress and President would determine the index factor based
on input from all health care stakeholders. If too few health care services are
allocated by the PCPs, the indexing factor could be made narrower (e.g., 0.95 to
1.05) and if too many services are approved by PCPs, the indexing factor could be
made wider (e.g., 0.8 to 1.2).
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To increase incentives for preventive medicine, the PCPs
could pay patients for maintaining a regular exercise practice. For
example, PCPs could award patients $3 for each day (e.g., in healthy
food or in reduced insurance premiums) that they did at least one
hour of exercise.
Linking the health promotion / compassionate care services
budgets to the inverse of each PCP’s allocations for sickness care
would give PCPs and patients financial incentives to control the
costs of sickness care. This would make PCPs that are cost
conscious concerning sickness care more attractive to potential
patients. However, refusing to fund needed health care services
would lead to greater costs later, and PCPs that fail to authorize
essential medical tests and treatments would have difficulty
controlling costs or attracting patients.
In addition to health insurance premiums, U.S. residents
would pay an average of $250 per person out-of-pocket health care
costs, in 2007.9 With Doctor Managed Care, average insurance
premiums ($600) and out of pocket sickness care costs ($250) would
total $850—the same as with the status quo. With Doctor Managed
Care, out of pocket payments would only be required for health care
services not covered by PCPs or for PCP ordered co-payments (e.g.,
when the patient prefers a brand name drug over an equivalent
generic drug).
With roughly one PCP (including physician assistants and
nurse practitioners supervised by PCPs) for each 1,000 U.S.
residents, about 300,000 primary care providers would be the health
care services payers. Private health care fee payment services could
bid to administer the money for the PCPs. But neither the
government nor the contracting private health care fee payment
services would be involved in health care decision-making. PCPs
and not government or insurance company bureaucrats or special
interests would determine the guidelines for ordering and
authorizing insurance payment for tests and treatments.
Consequently, each PCP and each patient would have financial
incentives to avoid funding tests and treatments that don’t work.
PCPs and their patients would work together toward the
mutual goal of increasing health promotion / compassionate care
spending by controlling sickness care costs. Methods of doing this
without sacrificing quality include alternatives to hospitalization,
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price transparency, and the creation of intentional communities that
serve as health promotion retreat centers, and supporting healthy
nutrition and lifestyles.
Alternatives to Hospitalization
In 2007, 37 million hospitalizations for acute illnesses or
injuries will cost $709 billion (31% of overall health care spending).
In about 4% of people hospitalized (1.5 million people), a serious
adverse event will occur (hospital-acquired infection, malpractice
etc.) Although most people would rather die at home rather than in a
hospital, about 1.9 million Americans will die in hospitals in 2007,
including elderly and chronically ill people.
Projecting from data cited by the U.S. Government Agency
for Health care Research and Quality,38 over 14.8 million Americans
will be hospitalized unnecessarily in 2007. Of those people, 6.3
million will require immediate treatment that could be given on an
outpatient basis, and 8.5 million will not require acute-care level
treatment. These hospitalizations, which do not include admissions
for tests and treatments that don’t work as described in this book,
will cost well over $200 billion in 2007. These figures also do not
include over 6 million arguably unnecessary hospitalizations for
low-risk childbirth (Chapter 3).
In the emergency room of my hospital, LA County + USC
Medical Center, administrators have been known to announce over
the loudspeakers that the inpatient census is low and that more
people should be admitted. Projecting from an audit of my own
inpatient internal medicine service for the month of February 1998,
44% of the days in hospital at LA County + USC were medically
unnecessary (Appendix 9). Over the years, I have known many
people who absolutely dreaded being hospitalized and were
admitted repeatedly anyway because of the lack of alternatives.
Particularly for frail elderly people who have acute medical
problems, a common sense economical and effective alternative to
hospitalization could be to offer acute medical care at home. In a
study of 455 community-dwelling elderly Medicare or Veterans
Administration patients who required admission to an acute care
hospital for community-acquired pneumonia, cellulitis (a skin
infection), or exacerbation (worsening) of chronic heart failure,
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emphysema or bronchitis, hospital-at-home care was feasible and
efficacious in delivering hospital-level care to patients at home.
Patients had fewer clinical complications (particularly delirium),
greater satisfaction with care, less treatment time required per acute
episode, and lower bills.39
I see no reason that this approach could not be applied to
patients with cancer, liver failure, Alzheimer’s disease, and others.
Expertly provided home care is less traumatizing to the patient and
family, avoids the risk of hospital acquired resistant infections, and
allows for the patient to have more timely and nutritious meals.
Because of the power of all the special interests profiting from high
hospitalization rates, it will never happen without Doctor Managed
Care.
Price Transparency
With good reason, health policy experts and politicians have
recently been focusing intently on “price transparency” as a cost
control device. In any market, cost control is impossible if well
informed people are not able to shop for value and cost
effectiveness. However, we are not likely to save much money
because of price transparency if sick patients and their fearful and /
or grieving relatives are doing the shopping. Having doctors and
hospitals post the cost of medical services may be effective in
ratcheting down the cost of a brief outpatient office visit to a PCP
from $50 to $35. The result will probably be even shorter PCP visits
and more doctors choosing careers in lucrative specialties rather
than primary care. Price transparency will do little for health care’s
big ticket items. For instance, most of the decisions to perform
invasive coronary artery procedures costing over $160 billion per
year (Chapter 9) are made by people with chest pain in hospital
emergency rooms. Informed patients shopping price in that situation
will never happen.
In theory, the more people use their own money to pay their
medical bills, instead of relying on insurance, the more they will
insist on getting good value for their health care dollar. In practice,
non medically trained people—and even many medically trained
people—frequently lack the information, experience, and skills
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required to interpret what constitutes high-quality health care or a
good value.
David Kendall of the Progressive Policy Institute makes
cogent points in critiquing President Bush’s plan for restraining
runaway health care costs by making individual consumers more
cost conscious. Because high deductible individual medical
insurance coupled with medical savings accounts will force patients
to shop price for health care services by limiting covered services
and making insurance premiums higher for the chronically ill,
Kendall warns, “the administration's attempts to encourage
Americans to shift from group coverage to individually purchased
health insurance favors the fittest among us at the expense of the
sickest. By undermining the risk-pooling benefits of group coverage,
it could create the worst of all worlds -- a Darwinian health care
system that is even less equitable than the current system without
being more efficient.”40
However, price transparency can work if PCPs do the
shopping for cost effectiveness and value for the best interests of
their patients. PCPs know their patients and their diseases. They also
know the local medical and paramedical care providers and the
products on the medical market. Right now PCPs may have little
knowledge about what medical specialty services and medical
products and drugs cost, because they don’t need to know these
things. But if medical specialists and hospitals were competing for
referrals from PCPs and PCPs were paying all the bills, they would
quickly use price transparency to the advantage of their patients.
Where appropriate, PCPs could also economize on
exorbitant U.S. hospitalization costs by out sourcing to state-of-theart hospitals in other countries. For example, Bumrungrad Hospital
in Bangkok, Thailand treats more foreign patients than any other
hospital in the world. More than 500 doctors, most with
international training, take care of more than 350,000 international
patients a year. Treatment costs about one-eighth as much as in the
U.S.. Striving to become the world leader in medical tourism,
private hospitals in India charge about 10% what they would be in
the U.S.. High-tech procedures provided include hip and knee
replacements with the latest innovations. Treatment includes private
duty nurses for post-op care.41
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Health Promotion Retreat Centers-Intentional Communities
To help provide alternatives to tests and treatments that don’t
work and to assure adequate reserves for years when unusual
amounts of sickness care are required, the health promotion /
compassionate care account for each PCP would only be allowed to
spend 50% of the money allocated by the health care services
payment administrator until at least $2 million accrued in savings as
a reserve or buffer for high-spending years. With one-third of health
care spending going to health promotion / compassionate care needs,
this would take about two years on average. This money could be
placed partly in relatively liquid investments as protection against
high sickness care costing years but largely in creating or acquiring
health promotion oriented intentional communities or retreat centers.
The
health
promotion
retreat
centers-intentional
communities, located in rural or urban areas, could serve as sites to
provide healthy alternatives to tests and treatments that don’t work
with the following variety of health-related services:
1. Workshops on healthy living topics (Chapters 3 –
20)
2. Pregnancy support (Chapter 3)
3. Health promotion activities—low cholesterol diet,
aerobic exercise, gardening, exploring nature, etc.
(Chapter 8)
4. Intensive support for disabled or chronically ill
people (Chapters 17 and 22)
5. Cardiac
rehabilitation
after
adverse
cardiovascular events (Chapter 9)
6. Recovery from depression, other mental illness,
or stress (Chapter 12)
7. Rehabilitation from orthopedic problems and
injuries (Chapter 15)
8. Substance abuse rehabilitation (Chapter 19 and
22)
9. Assisted living (Chapter 22)
10. Employment—construction,
food
services,
gardening-farming,
health
care
support
occupations, etc.
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11. Rest, relaxation, and socializing
12. Spiritual
practices—prayer,
meditation,
contemplation, and reflection
13. Safe and enriched environment for children—
charter schools, music, athletics, nature study, etc.
14. Sustainable living to aid the transition to the “post
petroleum” age (i.e., minimal autos, local food
production, lower consumption, lower cost,
higher quality lifestyle)
15. Active retirement
After reaching a $2 million reserve, allocations from the
health promotion / compassionate care account could then go up to
90% of the average amount received over the previous three years,
assuring year-to-year stable spending while providing funds for
ongoing support of the intentional communities-health retreat
centers.
When a patient changed from one PCP to another, the
appropriate share of the health promotion / compassionate care
funds and retreat center privileges would be transferred to the new
PCP’s account (i.e., on average 1 / 1,000 x the old PCP’s health
promotion / compassionate care reserve account assets). Likewise,
when a PCP retires, all his / her patients would have equal shares of
the equities in the health promotion / compassionate care assets in
reserve to transfer to their new PCPs’ health promotion /
compassionate care reserve accounts.
PCPs as Administrators of Food Stamps
The selections by individuals of foods to eat account for
much of the disease and costs of sickness care in the U.S.. To help
patients have excellent health outcomes, PCPs will need all possible
tools to improve the nutrition quality of their patients. Educating
their patients about good food selection and monitoring what
patients eat would be the places to start.
The federal Food Stamp Program would be another potential
tool for PCPs to help improve food selections of some people. Given
recent trends in poverty, at least 25 million Americans will depend
on food stamps to eat in 2007, costing the federal government about
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$30 billion. This will represent only about 56% of those eligible for
food stamps based on economic need.34 Paradoxically, families
receiving food stamps tend to have more overweight and obese
members,33 indicating poor selections of foods (Chapters 4 and 8).
For people receiving food stamps, the government pays for
foods high in saturated fat and cholesterol along with fruits and
vegetables. This policy makes about as much sense as the U.S.
Government supplying free cigarettes to those in the military, as was
done during World War II.r 42
If PCPs took over the food stamp program, they would be
able to improve the health of their poor patients by allocating food
stamp funding for fruits, vegetables, and whole grain cereals, beans,
and nuts in preference to saturated fat and cholesterol containing
foods. They could also better reach the estimated 19 million food
insecure Americans who are eligible for food stamps but do not
receive them.
PCPs as Administrators of Support Payments for the Mentally Ill
and of Anti-poverty Funds
As noted in Chapter 21, optimum health depends on
economic security and freedom from poverty. The health of
Americans will deteriorate if our safety net of social services
continues to be dismantled. While massive federal and state social
programs may have helped many in the past, they tend to decrease
the obligation of each of us to assist unfortunate people in our
communities. Although religious and community service
organizations continue to help many in need, more and more people
are not sufficiently helped by either government social programs or
private charities.
Increasing federal spending on existing anti-poverty
programs by $100 billion (by 200% or about $1,000 per poor or near
poor American) would do little or nothing to alleviate poverty.
Micromanagement of financial support for the mentally ill and antipoverty funds by federal bureaucrats has failed. Consequently, any
comprehensive health care reform proposal must have a mechanism
r

Military commissaries still provide enlisted men and women and their families
with about $450 million per year of discounted tobacco products.
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to use existing financial support for the mentally ill, people on
welfare, and other safety net purposes to better serve the mentally
ill, addicted, disabled, unemployed, and unfortunate. If efficiently
allocated, these funds can help prevent the adverse effects of
poverty—chronic illness, substance abuse, crime, lack of education,
homelessness, etc.
As part of Doctor Managed Care, each PCP would
administer the anti-poverty and safety net funds for the federal
government (Table 5). Given these resources to help impoverished
patients, each PCP would then be responsible that each of his / her
patients had shelter, food, and appropriate social services. PCPs
would need to hire social workers, counselors, psychiatrists,
vocational rehabilitation specialists, drug / alcohol rehabilitation
workers, and others to provide the specific services needed for their
patients. The resources from transferring funds from multiple
existing federal anti-poverty programs would be supplemented by
savings from not funding tests and treatments that don’t work.
Allowing homelessness, malnutrition, and other povertyrelated problems to cause preventable chronic and acute medical
illnesses would be financially unacceptable to PCPs and to their
patients. For the good of all patients in a PCP’s practice, the PCP
and affiliated health care professionals could enlist all patients in the
practice to help those at risk of poverty-related health problems.
Doctor Managed Care would health care reform would greatly
strengthen the safety net by giving people powerful incentives to
help each other.
The creation of health promotion retreat centers-intentional
communities (see above) would also help greatly in preventing
personal, medical, financial, or other crises from resulting in slides
into the depths of poverty.
Current Health care Crises (Chapter 21) Helped by Doctor
Managed Care
Doctor Managed Care would not eliminate poverty in
America. However, it would alleviate it in several significant ways.
Since up to half of personal bankruptcies in the U.S. are related to
health care costs,43 universal health insurance would reduce
bankruptcies. The additional $718 billion in health promotion /
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compassionate care funds and federal anti-poverty funds distributed
to individual patients by the PCPs would go a long way toward
reducing poverty related to long-term care responsibilities and
disabilities due to physical illness, mental illness, accidents, medical
errors, and other adverse medical outcomes (Table 5). The PCPs,
their consultants, and patients could use their creativity and
ingenuity to find how most effectively provide emergency funds and
services to those with disabling medical problems (temporary or
permanent) whether their injuries or illnesses were caused by
medical errors or not.
Doctor Managed Care would provide an additional $2 billion
in 2007 to increase nurse training and retaining (Table 5 and Chapter
21). If that does not significantly reduce the nursing shortage in 2 –
3 years, the $2 billion per year should be doubled. Also the potential
for many more nurses to become nurse practitioners and work with
PCPs in primary care would significantly elevate the status and
desirability of the nursing profession.
The status of PCPs would be greatly increased by Doctor
Managed Care and more doctors would want to go into family
practice, general internal medicine, and general pediatrics. PCPs
would appreciate having fewer patients so they could get to know
their patients better. They would also like greater autonomy and the
absence of intrusion by government and insurance company
bureaucrats in their practices. Doctor Managed Care would replace
the dysfunctional financial incentives of overlapping bureaucratic
government and private health care programs with competing
primary care practices.
Since Doctor Managed Care would provide a PCP for every
U.S. resident, people would need to go to hospital emergency rooms
for their primary care. More preventive services provided by the
PCPs would also significantly reduce medical emergencies.
Doctor Managed Care would reduce health care
administrative costs in 2007 from about $600 billion (31% of
personal health care spending) to $200 billion (10%) or less. With
the decentralized system of distributing health care funds, fraud
would also be reduced because patients could monitor and audit
their own PCPs’ spending patterns.
There would be fewer medical errors because of electronic
medical record-keeping, more nurses, and more attention to health
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promotion and preventive medicine. Deaths and major
complications from tests and treatments that don’t work would also
decline because of Doctor Managed Care incentives to eliminate
insurance funding for these interventions.
Doctor Managed Care would end the chaos of the current
workers’ compensation system by providing all the medical care
through each patient’s PCP. Each PCP could hire appropriate
advisors and consultants to determine appropriate payments and to
administer the indemnity payments for those patients with workrelated illnesses or injuries. Employers would no longer pay
workers’ compensation premiums and attorneys would seldom be
involved.
Doctor Managed Care Would Fund Additional Health care
Services (Chapter 22)
People interested in “alternative” therapies, including
evidence-based approaches such as midwife-assisted home births
(Chapter 3), prolotherapy for musculo-skeletal pain (Chapter 15),
lifestyle change programs (e.g., the “Dr. Dean Ornish Program to
Reverse Heart Disease” [Chapter 9]), could choose PCPs that
supported and allocated funding for those alternative approaches.
Insurance funding for alternative health care treatments for illnesses
would come from sickness care accounts and be at the discretion of
the PCPs. Since alternative treatments are generally less expensive
than medical establishment endorsed treatments, more insurance
funding would probably go to alternative treatments than does now.
For many conditions, evidence-based treatment does not exist, so
alternative treatments and experimental therapies are the only
options.
Funding for mental health care would be allocated by the
PCPs as part of the sickness care budget. PCPs that provided
resources to heal mental illnesses equally with their treatments for
physical illness would probably be preferred. Patients and PCPs
would benefit from the emphasis on behavioral or lifestyle change
approaches rather than drug treatments for depression (Chapter 12),
attention deficit disorder, and other psychological illnesses—even
schizophrenia.45-47 However, the PCPs could also choose to fund the
drugs that they and their psychiatrist colleagues thought appropriate.
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Doctor Managed Care and the Medical Malpractice Crisis
(Chapter 23)
Distinguishing which injuries and illnesses are due to
medical malpractice and which are just due to bad luck would
require the kind of complicated, expensive, and error prone tort
system that we need to abandon. While our tort system is
notoriously ineffective in dealing with medical errors, the tort
system itself contributes to the hiding of errors. Resolving the
malpractice crisis requires fundamentally restructuring the health
care system and largely removing the handling of medical errors and
medical product liability from our legal system.
It would be less expensive and more effective to rely on the
judgment of PCPs and their advisors regarding indemnity payments
for essential living needs for all of the disabled. Whereas,
compensating about 3% of malpractice victims (17,000 cases)
through our current tort system will cost about $40 billion in 2007
(Chapter 23),9, 44 the total economic and medical cost of all medical
malpractice in America (685,000 incidences) is estimated to be
$27.7 billion ($9.8 billion economic losses (lost wages, etc.) and
$17.9 billion in future medical costs).9, 19 Of every four adverse
outcomes due to medical tests and treatments (e.g., disability or
death), one is due to medical malpractice. Based on this ratio, the
economic losses due to adverse medical outcomes which are not
caused by malpractice would be about $30 billion. People with high
incomes and high spending patterns could protect their incomes with
additional private disability insurance as they do now.
Specialist physicians and other health care providers would
need no malpractice insurance for services authorized by PCPs,
since all payments for medical malpractice would be the
responsibility of the PCPs.
Likewise, for PCP-authorized drugs and medical devices, the
defendants in product liability suits would be shifted from
pharmaceutical companies and medical devise makers to the PCPs.
Class action settlements in the billions of dollars against drug
companies (e.g., Merck for Vioxx) would be virtually eliminated.
Concerns about losing referrals and prescriptions from PCPs would
serve better than fear of malpractice and product liability suits to
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reduce medical errors and the marketing of drugs and devices that
harm patients.
Health care Funding Sources
No one in the health care policy debate advocates that we
reduce the current level of health care spending, projected to be $2.3
trillion in 2007.9 Of that amount, the government will contribute
$1.1 trillion, and private insurance companies will pay $868 billion,
including $71 billion in the medical component of workers
compensation (Chapter 21). The rest will be paid out of pocket, by
private charities, or through other private payment sources. With this
same level of health care spending, Doctor Managed Care could
work wonders.
Employer Mandate—Bad Medicine
Linking health care insurance to employment is bad for
employers, employees, business, and the country. According to the
Kaiser Family Foundation health care funding analysis for 2005,
employer-based health insurance is unraveling.48 House Ways and
Means Chairman Bill Thomas (R-Calif.) and Senate Republican
Leader and presidential aspirant Bill Frist (R-Tennessee) have each
called for “a comprehensive game plan” to replace the current,
employer-provided health care system.4 The liberal Physicians for a
National Health Program would replace it with income taxes, sales
taxes, or employer contributions.2 Advocates of universal vouchers
for health care insurance would replace it with a value added tax
(VAT).4 A consensus of business and labor interests agrees that
employer-based funding of health care should be abandoned.49
Future health care benefits promised to government
employees are unaffordable. For instance, California’s nonpartisan
legislative analyst's office found that the state has already promised
employees $40 billion – $70 billion worth of lifetime health
insurance over the next 30 years. Additional unfunded but promised
future health care benefits for current state employees are continuing
to accrue at almost $6 billion per year.50
Likewise, the medical and indemnity components of
workers’ compensation insurance should be assumed by the PCPs in
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Doctor Managed Care. This would require shifting the $60 billion
going to Workers’ Compensation indemnity payments in 2007
(Chapter 21 and Table 5) to health care funds administered by PCPs.
Employers bearing the cost of employee health care
insurance significantly decreases the international competitiveness
of U.S. businesses and increases the trade deficit. Automobile
companies hurt most because they pay the highest health costs and
have some of the toughest international competition. Regarding
health care benefits for employees and retirees of U.S. auto
companies, Helen Darling, president of the National Business Group
on Health, said, "Employers simply can't afford the benefits they
have promised."51 Recently, General Motors workers and retirees
agreed to a reduction of health care benefits from about $7 billion to
$6 billion per year74—a relatively small amount considering that
GM is still obligated to pay about $60 billion for the future health
care costs of past and present employees (147,000 current
employees, 460,000 retirees and their dependents—1.1 million in
all) 9, 76, 77
Analysts think that this is just the beginning of health care
benefit reductions throughout big business in America as has already
occurred in small and medium-sized businesses.52
Options for replacement funding sources for the primarily
employment-based private insurance funds include income taxes,
sales taxes, payroll taxes (e.g., as for Medicare), and targeted usage
fees on commodities with adverse health consequences (e.g.,
tobacco, alcohol, guns, fossil fuel, junk food, violent media,
gambling, etc.).54 The argument, “we need to suffer a lot now with a
big new tax so that we and our children don’t catastrophically suffer
later” does not resonate with voters or politicians. Consequently,
raising the replacement funds for the health care insurance employer
mandate must somehow have immediate positive consequences in
its own right. Also, Americans dislike taxes so much that it would
be better to call the new funding source a “fee.”
Replacing the Employer Mandate with a Non-renewable Fuel Fee?
Maintaining low energy prices, despite environmental,
military, medical, and social costs, has been perceived as an
essential component of American economic prosperity for a century.
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Yet President George W. Bush has acknowledged that the U.S. is
"addicted to oil" and declares that our, “dependence upon oil is a
national security problem and an economic security problem."55
Consider raising the required $868 billion in 2007 (projected private
insurance [$797 billion] + workers’ compensation medical costs
[$71 billion]) with a health care fee on fossil fuel and other nonrenewable energy.
Our enemies may have no more potent weapon against the
American way of life than the potential to exploit our dependence on
imported energy. With the help of Ian Cornwall from the Council on
Foreign Relations, global security analyst Max Boot, in an editorial
titled, “Filling tanks, funding dictators,” describes how our oil
addiction lines the pockets of many of our adversaries.56 Of the
world’s top 14 oil exporters, 10 are countries with anti-American
tendencies that stand to make about $500 billion more per year with
oil costing $70 per barrel than in 2003, when oil cost $27 per barrel.
These countries and their programs / behaviors that our oil
dependence subsidizes include:
•

•

•
•
•

Russia ($115 billion more in 2006 than in 2003)
– Over five years, Russia plans to "substantially
increase the provision of strategic nuclear
forces with modern long-range planes,
submarines and launchers." (Vladimir Putin,
May 9, 2006)57
Venezuela ($36 billion more) – President Hugo
Chavez embarrassed the Bush Administration
and the USA and gained respect in the third
world countries by selling fuel oil to poor
tenement dwellers in New York’s South Bronx
at much below market prices.58
Sudan ($4.7 billion more) – subsidy for ethnic
cleansing
Iran's ($45 billion more) – aid in the
development of nuclear weapons
Saudi Arabia's ($149 billion more) – resources
to promote proselytization for Wahhabi
fundamentalism
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•

•

Kuwait ($35 billion more) and United Arab
Emirates ($36 billion more) – Some money
will likely find its way to terrorists.
Iraq (?? more) – Do we want to depend on Iraq
for our oil?

The U.S. imported 28.6 quadrillion BTUs of oil in 2003,
costing about $27 per barrel (total cost: $136 billion). The Energy
Information Administration's National Energy Modeling System
projects that our net oil imports in 2025 will be 41.1 quadrillion
BTU (44% more than now), costing $30.31 per barrel (2003
dollars). Likewise, the Energy Information Administration predicts
that in 2025 the price of natural gas, coal, and electricity will
increase less than 1% per year over the inflation adjusted 2003
cost.59 However, as I write this, oil is over $70 per barrel with
analysts predicting that a major disruption in a production hotspot
could cause oil prices to soar to $90 – $100 a barrel.60 Even the U.S.
Congress and President cannot repeal the law of supply and demand.
About 15% of our imported oil comes from Venezuela.
President Hugo Chavez of Venezuela has declared that he prefers to
sell oil to other countries besides the U.S..58 China and India will be
increasingly competing with the U.S. for sources of oil including
those in Latin America.61 We currently receive about 70% of our oil
imports from the Middle East. Given the quagmires in Iraq,
Afghanistan, and Israel and America’s current unpopularity in Arab
countries, we may not be able to indefinitely depend on large
amounts of Middle East oil at any price.
U.S. oil production peaked about 1970 and the world’s oil
production will probably peak within 10 years, if it hasn’t peaked
already.62, 63 We can’t further diversify our fossil fuel suppliers and
drill our way out of this.
Among many but not all conservative politicians and
economists, the effect of fossil fuel consumption on global warming
and humanity’s continued existence on the earth remains
controversial. President Bush referred to this supposed controversy
in declining to endorse the Kyoto Climate Protocol guidelines to
s

British Thermal Unit: a measure of energy. A gallon of gasoline contains
125,000 BTU.
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reduce fossil fuel consumption, citing the adverse effect on the
economy.64 However, as is well documented in ex Vice President Al
Gore’s documentary movie, “An Inconvenient Truth,65” climate
patterns already make the urgency of reducing fossil fuel
consumption abundantly clear.
Our increasing trade deficit with foreign countries has
inspired considerable commentary and doom’s day prognosticating
from liberals and conservatives, and the trend is accelerating—$805
billion deficit in 2005 (6.5% of the GDP),66 including $252 billion
for petroleum imports.67 Judging from recent trends, crude
petroleum and natural gas imports will cost over $400 billion in
2007.59, 67, 68 Given that The U.S. Department of Energy estimates
that each $1 billion of trade deficit costs the U.S. 27,000 jobs,69 this
will cost us over 10 million energy sector jobs in addition to the
ongoing loss of U.S. jobs in manufacturing and other sectors due in
part to cheap fossil fuel to transport goods worldwide. The huge
trade deficit also accounts for trillions of dollars in depressed wages
of U.S. workers.59
If events outside our control require that we reduce nonrenewable energy consumption say by 30% immediately, politicians
and policymakers will call on everyone to voluntarily conserve
energy as President Bush did after hurricanes Katrina and Rita.
However, Americans conserved very little after the hurricanes and
probably will not do so in the future without financial incentives.
Given our precarious energy supply situation and huge trade
deficit, consider instituting a health care fee of $0.011 per 1,000
BTU ($1.39 per gallon of gas and a comparable fee for other nonrenewable energy sources, including nuclear power). Based on a
projected 30% decrease in energy consumption, this health care fee
would raise the required $868 billion to relieve businesses of
employer-mandated medical insurance ($797 billion) and the
medical component of workers’ compensation responsibilities for
employees ($71 billion). Abandoning tax-exempt employermandated medical insurance would also increase federal government
tax revenues in 2007 by $206 billion9, 70 and more for state
governments.
At the current cost of fossil fuel energy (about $3 per gallon
of gas in May 2006), reducing consumption by 35 quadrillion BTU
per year (from 115 to 80 quadrillion BTU, i.e., by 30%) would save
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individuals, businesses, and governments about $843 billion. If oil
remains at $70 per barrel, the energy component of the trade deficit
would be reduced by $420 billion in 2007.59, 71 The decreased world
demand for energy (about 7% less overall since the U.S. consumes
about 24% of the world’s energy59[i.e., 0.24 x 0.30 = 0.072}) would
also drive down prices of fossil fuels on international markets
perhaps to under $50 per barrel, softening the blow to the U.S.
economy. If Americans did not reduce non-renewable energy
consumption by 30% despite the $1.39 fee on gasoline, the fee could
be raised and the additional funds used to offset government
spending on health care from other sources (e.g., income tax and / or
payroll tax).
A New York Times editorial on this topic concluded, “Cheap
gas is no longer compatible with a secure nation, a healthy
environment, or a healthy economy—if ever it was. The real
question is whether we should continue paying the extra dollar or
two per gallon in the form of profits to the Saudis and other
producers, or in the form of taxes to the United States Treasury,
where the money could be used to build true energy
independence.”72 While the Republican and Democratic Party
platforms both oppose an increase in non-renewable energy taxes,
public sentiment favors it. A New York Times poll of 1,018 adults
found that 55% would support an increase in the tax, which has been
18.4 cents a gallon since 1993, if it did in fact reduce dependence on
foreign oil. Fifty-nine percent approve of fees to reduce gasoline
consumption in order to decrease global warming.73
One possible precipitating event that could trigger the
serious consideration of instituting Doctor Managed Care and
replacing private medical insurance with a health care fee on nonrenewable energy is the pending bankruptcy of General Motors.
According to GM CEO Rick Wagoner, health care costs add $1,500
to the price of each GM vehicle compared with about $300 for each
Toyota car manufactured in this country.74 GM lost $10.6 billion in
2005 on $193 billion of worldwide sales. Wagoner says that GM is
on track to shave operating costs $7 billion per year by reducing
excess capacity with early retirement buyouts and renegotiating
United Auto Worker labor contracts, including $1 billion per year
reduction in health benefit expenditures. However, that will not be
enough to return it to profitability and stop the continuing loss of
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market share to Toyota and other imports. Sales declined 10.8% at
General Motors Corp in April 2006 compared with an increase of
4.5% at Toyota.75
According to Sean Egan, managing director of the creditrating firm Egan-Jones Ratings Co. in Haverford, Pa, "The current
path is simply unsustainable." He predicts GM will be in Bankruptcy
Court by 2008 at the latest.77 Like dominos, other big and small U.S.
corporations trying to compete in a global economy against Asian,
European, and Latin American companies that pay little or nothing
for employee and dependent health care will likely precede or follow
GM into bankruptcy. The U.S. Government will be left to pay some
portion of the pensions and health care costs for millions while our
competitiveness in the worldwide economy circles the drain.
Among the many benefits of Doctor Managed Care with the
above health care fee on non-renewable energy would be that GM
and other companies would become competitive again in the world
marketplace. For example, with the elimination of the employer
mandate for health care and workers’ compensation insurance,
General Motors would avoid bankruptcy by a $60 billion bailout
from money owed to its employees and retirees for future medical
care and save $6 billion per year in operating expenses by no longer
paying for employee health insurance. On a level playing field
without the drag of medical costs, GM and other U.S. companies
could regain market share over foreign competition.
In a Senate subcommittee hearing in 1952 investigating the
domination of the auto industry by GM and its monopolistic pricing
that was hurting middle class Americans, Charles E. Wilson,
chairman of the General Motors Corporation, famously summed up
GM’s philosophy: “What’s good for General Motors is good for the
rest of America.”53 It may not have been true in the 1950s, but it is
true now. Doctor Managed Care with no employer-funded medical
insurance would be good for General Motors and good for the USA.
As Machiavelli wrote in The Prince, “There is nothing more
difficult to take in hand, more perilous to conduct, or more uncertain
in its outcome than to take the lead in the establishment of a new
order of things.” A health care fee applied to non-renewable energy
would be a major departure from the status quo in America and
probably something only undertaken at a time when policy makers
and the public perceive that the dual crises of unsustainability in our
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uses of energy and health care services demand immediate and
decisive action. The time may be very soon.
Evaluating Doctor Managed Care as a Health care Reform
Strategy
The Institute of Medicine of the National Academy of
Science recommends five principles to guide the reform of the U.S.
health care system.11 The five principles related to the Doctor
Managed Care proposal are the following:
1. Health care coverage should be universal.
Doctor Managed Care would cover all U.S.
residents for all health care services approved by
the PCP with co-payment or deductibles at the
discretion of the PCP.
2. Health care coverage should be continuous.
Doctor Managed Care coverage would be
continuous.
3. Health care coverage should be affordable to
individuals and families.
Policymakers will need to decide whether Doctor
Managed Care would be funded through a health
care fee on non-renewable energy, income taxes,
commodities taxes, payroll taxes, or some
combination or another strategy—anything but
an employer mandate. However, the overall cost
would be about the same as it is now and
coverage would be much greater.
4. The health insurance strategy should be
affordable and sustainable for society.
Doctor Managed Care would be structured so
that policymakers guided by the public would
maintain control of the cost by adjusting the
financial incentives—the indexing factors
influencing financial resources for health
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promotion / compassionate care services for
patients and the incomes of PCPs.
5. Health insurance should enhance health and well
being by promoting access to high-quality care
that is effective, efficient, safe, timely, patientcentered, and equitable.
Doctor Managed Care would do all this and
expand coverage in the area of health promotion
/ compassionate care. This approach provides a
balance between choice, cost control, innovation,
and responsibility—all without a cumbersome
and intrusive government and insurance company
bureaucracy.
A report of the Institute of Medicine put forth 10 rules for
care delivery redesign.78 Table 6 relates these rules to the Doctor
Managed Care proposal.
For another gauge of what America needs in a health care
reform plan, consider how Doctor Managed Care addresses
President Bush’s health care agenda, as outlined in the 2006 State of
the Union Address (Table 7).
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Table 6. Institute of Medicine Rules for the 21st Century Health Care System Related to
Doctor Managed Care
Institute of
Doctor Managed Care Approach
Medicine Rules
Care is based
Care is based on
The PCP would be continuously
primarily on visits
continuous
responsible for prevention, sickness
to health care
healing
treatment, and long-term care
providers
relationships
Professional
Patient care is
Patients would choose PCPs informed by
autonomy drives
customized
word of mouth and annual reports of
variability
according to
practice spending histories on sickness
patient needs and care and health promotion.
values
Professionals
The patient is the
Patients could change PCPs at any time.
control care
source of control
Patient feedback to PCPs would influence
patterns of care.
Information is a
Knowledge is
Doctor Managed Care would fund
record
shared and
electronic medical records and require
information flows clinicians to use them.
freely
Decision making is Decision making
PCPs and patients both have financial
based on training
is evidence-based incentives to support evidence-based
and experience
decision-making.
Do no harm is an
Safety is a system Eliminating tests and treatments that don’t
individual
property
work would save lives and reduce
responsibility
complications.
Secrecy is
Transparency is
Competition among specialists for PCP
necessary
necessary
referrals and PCP annual reports would
make for transparency.
The system reacts
Needs are
Preventive medicine is financially
to needs
anticipated
incentivised.
Cost control is
Waste is
PCPs and patients would both have
sought
continuously
incentives to reduce waste.
decreased
Preference is given Cooperation
Doctor Managed Care would provide
to professional
among clinicians
every reason for clinicians to cooperate.
roles over the
is a priority
system
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Table 7. Doctor Managed Care Related to President Bush’s Health
Care Agenda
President Bush’s
Doctor Managed Care
Agenda
Expanding health
Tax-free HSAs are encouraged as a means of paying for all
savings accounts
desired health care services not authorized by the PCPs.
(HSAs)
Making health
Insurance would be accessible through any of about
insurance more portable 300,000 PCPs county-wide.
Improving information
PCPs would pay all health services bills. Not only would
on price and quality to
the costs be transparent, but PCPs would be able to
make health care more
negotiate more reasonable prices than individual patients
transparent
ever could.
Leveling the playing
Universal health care insurance would level the playing
field for individuals and field.
small business
employees
Passing medical
To a far greater extent than any medical liability reform so
liability reform
far proposed, Doctor Managed Care would fairly
compensate malpractice victims while controlling cost
(Chapter 23 and above). Compensation for medical errors
would go to victims not to lawyers and courts.
Improving access to
Electronic medical records would be funded at $20 billion
health information
per year, assuring the fastest possible rate of bringing the
technology
American health care system into the information
technology age.
Assisting vulnerable
The proposed universal health care insurance would not
Americans
only cover sickness care, but the compassionate care /
health promotion budget would allow PCPs to go much
farther than any current recommendation in assisting
vulnerable Americans requiring food and shelter, longterm care, rehabilitation from injuries or accidents,
substance abuse recovery, end of life care, and treatment
for psychiatric illness.
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Conclusion
Our system of health care is broken and in need of
comprehensive restructuring. Effective restructuring of the health
care system should begin with eliminating government and private
insurance funding for medical services that do not help patients and
with decreasing administrative overhead. Employer-based health
insurance should also be eliminated. Spending more of our resources
on medical care will not improve the health of our citizens and
would probably be counterproductive to health because of the
adverse effect on the economy. We need a fundamental change in
our method of delivering health care services and of paying for
them. Relying on market forces—not large bureaucracy-laden
managed care plans or big government programs—will improve
access to and quality of medical care. However, government, not
businesses, must fund universal health insurance.
The proposal to replace employer provided medical
insurance with a health care fee on non-renewable energy would
greatly reduce our consumption of fossil fuel. This would improve
public health (e.g., less air pollution, fewer auto accidents, more
physical activity), the environment (e.g., reduce global warming,
pollution), national security (less dependence on unstable countries
for our energy supplies), and the economy (e.g., decrease our
imbalance in foreign trade, increase jobs, and incentivise the
domestic renewable energy technology industry).
The proposed system of Doctor Managed Care would serve
individual patients fairly and with compassion and provide fair
compensation for health care providers.

380

Glossary
Active controls: Instead of using placebo sugar pills, using drugs
that do not treat the ailment in question but that have side effects.
This helps prevent unblinding in a randomized controlled trial (See
also unblinding).
ADA: Americans With Disabilities Act (Chapter 22) or American
Diabetes Association (Chapter 7)
Adjuvant: A substance that aids another, such as an auxiliary
remedy; in cancer treatment, giving chemotherapy soon after
surgery before there is evidence of recurrent disease.
Alternative medical therapies: Interventions neither taught widely in
medical schools nor generally available in U.S. hospitals
Anecdotal evidence: A case or an incidence in which a favorable or
unfavorable outcome was associated with a treatment; however,
chance or the placebo response or something else may have
accounted for the outcome. An anecdote does not prove that a test or
treatment does or does not work.
Angina pectoris or angina: Chest pain (sometimes spreading to the
neck, left shoulder and arm, back, or upper abdomen) caused by
insufficient blood flowing to the heart because of narrowing of the
coronary arteries
Antagonist: A hormone or other chemical substance that suppresses
or opposes the action of other hormones or chemical substances on
the function of a gland (e.g., finasteride (Proscar) opposes the action
of male hormones on the prostate gland)
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Arrhythmias: Irregular heart beats that may originate in the atria (the
smaller heart chambers or the ventricles (the larger heart chambers);
atrial fibrillation (an arrhythmia) is associated with an increased risk
of stroke and ventricular arrhythmias are associated with an
increased risk of sudden death; both atrial fibrillation and ventricular
arrhythmias are usually caused by coronary artery disease.
Atherosclerosis: Hardening and narrowing of the arteries due to the
gradual development of deposits including cholesterol; risk factors
for atherosclerosis include smoking, inactivity, and high fat high
cholesterol diet.
Atrial fibrillation: An irregular heart beat because the atrium
chamber of the heart does not contract properly; people with atrial
fibrillation are at increased risk of forming clots in the atrium which
then may travel to the brain and cause strokes.
CAD: Coronary artery disease
Carcinoma: A malignant new growth made up of epithelial cells
(i.e., from the lining cells of the skin, respiratory tract, or
gastrointestinal tract) tending to infiltrate the surrounding tissues
and give rise to metastases.
Cardiac: Pertaining to the heart
Case reports: A document describing a specific patient’s symptoms,
physical examination, laboratory findings, and subsequent course
with an illness or condition
Chemotherapy: The treatment of disease by chemical agents. This
can apply to any drug therapy for a disease, but usually refers to
medications to combat cancer. Cancer chemotherapy drugs target
fast growing and dividing cells by a variety of attack strategies. Side
effects or cancer chemotherapy drugs vary but commonly affect
bone marrow cells (red blood cell, white blood cells, and platelets
[necessary for blood clotting]), gastrointestinal lining cells from the
mouth to the anus, and the hair on the head.
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Chemotherapist: See medical oncologist.
Clinical endpoint: An outcome of treatment or lifestyle intervention
that has direct relevance to quantity or quality of life (i.e., longer
survival, less pain, greater functioning, etc.). See also surrogate
endpoint.
Confounding variables: Factors other than the test or treatment that
may have influenced the outcome (i.e., age, sex, degree of illness,
belief in the treatment, concurrent lifestyle changes)
Coronary arteries: The arteries bringing blood to the heart muscle
Coronary artery bypass grafting (CABG) = Open heart surgery in
which veins from the legs are removed and placed around blocked
coronary arteries to increase the flow of blood to the heart muscle.
Alternately, a chest wall artery (internal mammary artery) may be
grafted beyond blocked coronary arteries to increase blood flow.
Corticosteroid: An anti-inflammatory class of drugs, including
prednisone, methylprednisolone, dexamethazone (Decadron), given
either as oral tablets or injections
DCCT: Diabetes Control and Complications Trial, the largest
randomized controlled trial of type 1 diabetics ever conducted; the
purpose of the DCCT was to determine if frequent insulin injections
or an insulin pump would reduce the long-term complications of
diabetes (diseases of the eye, kidneys and nerves) compared with
standard treatment consisting of 1-2 insulin injections per day.
DCIS: Ductal Carcinoma in Situ; breast cells that appear like cancer
under the microscope but do not generally invade into the breast or
metastasize
DNA: Deoxyribonucleic acid, the intracellular matter that serves as
the genetic blueprint of life.
Deep venous thrombosis: Blood clots in deep veins (usually leg
veins)
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Double-blinded trial: The patient and physician do not know
whether the placebo or the drug is being given
DVT: Deep venous thrombosis
Electrocardiogram: A graphic tracing of the electric current
produced by the excitation of the heart muscle; old and new heart
attacks and other heart abnormalities create distinctive interpretable
patterns.
Endpoint: A specific outcome concerning some aspect of the
disease. Desirable clinical endpoints include longer survival, less
pain, and greater function. For instance, the principle endpoints for
the large randomized trials of patients with coronary artery disease
treated with coronary artery bypass grafting were length of survival
and amount of chest pain
Epidemiologist: A medical scientist who studies the risk factors
associated with diseases and injuries in order to determine the cause
of diseases and injuries
Epidemiology: The field of medicine concerned with the specific
causes of diseases and injuries
Epidermal growth factor: A naturally occurring important molecule
in tumor cells and normal cells that stimulates cells to grow
Extrapolate: To infer or estimate by extending or projecting known
information; draw from specific cases for more general cases.
Indications for treatment in a specific situation should not be based
on extrapolations from the evidence concerning another medical
situation.
First-line treatment: Therapy with medication, surgery, or other
method believed to cure or control of a disease.
FDA: Food and Drug Administration of the United States
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Food and Drug Administration of the United States: The regulatory
agency of the U.S. Government that determines if drugs may be
marketed and for what indications they are approved.
Grafting of coronary arteries: See coronary artery bypass grafting
HAM-D: Hamilton Depression Measurement Scale; a survey
instrument used to evaluate treatments for depression
HDL cholesterol: High density lipoprotein cholesterol; the fraction
of blood cholesterol that is associated with decreased risk of heart
attacks, strokes, and narrowing of arteries; the “good” cholesterol
Heparin: A fast-acting anticoagulant or “blood thinner,” given
intravenously
HIV: Human immunodeficiency virus; the cause of AIDS (acquired
immunodeficiency syndrome)
Hormone replacement therapy (HRT): Supplements of estrogen with
or without progestins (female hormones) to compensate for the lack
of production of these hormones by the ovaries after the menopause;
HRT helps the symptoms of the menopause (hot flashes, sweats,
etc.); according to findings from the Women’s Health Study, HRT
does more harm than good for overall health, apart from symptom
relief.
Hyperlipidemic: Having high blood cholesterol, LDL-C or
triglycerides; hyperlipidemic people are at increased risk of coronary
artery disease and atherosclerosis of arteries throughout the body.
Iatrogenic: A symptom or disease caused by medical treatment;
doctor-caused disease
Indication: A disease or risk factor for which a treatment (drug,
surgery, vaccination, etc.) is considered appropriate by the medical
community. If the FDA approves a drug for a specific condition, the
medication is said to be indicated for that condition or to have that
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indication. Examples include morphine for cancer pain and
penicillin for pneumococcal pneumonia.
International Normative Ratio: A standardized laboratory measure
of blood thinning that is used to monitor treatment with warfarin
(Coumadin) and other vitamin K antagonist blood thinners.
INR: International Normative Ratio
Intravenously: A medication or fluid given by needle or catheter into
a vein
Ischemic: Oxygen-deprived as with the reduction in blood flow to
the heart causing angina pectoris
JAMA: Formerly the Journal of the American Medical Association, a
highly prestigious general medicine peer-reviewed journal.
LDL cholesterol: Low density lipoprotein cholesterol; the fraction of
blood cholesterol that is associated with increased risk of heart
attacks, strokes, and narrowing of arteries; the “bad” cholesterol
Medical oncologist: Specialist in cancer medicine who gives cancer
chemotherapy—drugs that slow or stop the growth of cancer cells.
Medical oncologists work with radiation therapists and cancer
surgeons.
Meta-analysis: Combining all randomized trials that are testing the
same intervention (drug, surgery, etc.) for a medical condition and
assessing the statistical results. This research technique is typically
employed when adding the results of several trials is necessary to
have the statistical power to determine whether a treatment works.
The findings from a meta-analysis of several trials may not be valid
if the trials are too dissimilar in design or if all studies testing the
particular intervention in the particular disease are not included.
Metastatic: A disease process that has spread throughout the body
far from the site of origin, usually referring to cancers.
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Monoclonal antibody: A protein produced by the body’s immune
system to destroy a specific invading substance; using advanced
laboratory techniques, large quantities of monoclonal antibodies can
be developed that target tumors
Morbidity: Pain or other unpleasant symptoms due to a disease;
disability due to a disease
Mortality: Death
Mucositis: An inflammation of the mucous membrane of the mouth
or other part of the gastrointestinal tract.
Myocardial infarction: Heart attack.
National Registry of Myocardial Infarction: The National Registry
of Myocardial Infarction is a registry sponsored and owned by
Genentech, Inc. (San Francisco, California). It tracks practice
patterns and resource utilization in the treatment of heart attacks and
monitors the in-hospital.
NCEP: National Cholesterol Education Program
Non-inferiority trial: A comparison of an experimental drug with a
drug that is the accepted standard of care for an indication, trying to
show that the new treatment does not give statistically worst clinical
results that the current orthodox therapy. If the trial shows
statistically equivalent clinical results, the new drug may have an
advantage of greater convenience over the old drug.
NRMI: National Registry of Myocardial Infarction
NEJM: New England Journal of Medicine
Neurological: Pertaining to the brain, spinal cord, and nerves—the
components of the nervous system
New England Journal of Medicine: A highly prestigious general
medicine peer-reviewed journal.
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Nutriceutical: A coined word, crossing the words nutritional and
pharmaceutical and generally coming to mean any nutritional
supplement designed for any specific clinical purpose(s). They are
sold on the market as foods for general consumption (or ''health
foods'') to be used as ''supplements'' to nutrition (diet).
NVAF: Non-valvular atrial fibrillation; this category excludes
patients with artificial valves or damaged heart valves who have
atrial fibrillation.
NS: No significant statistical difference between the two groups in
the comparison of outcomes of a trial
Observational study: The observers compare groups that happen to
receive different treatments. Many studies before 1960 compared the
results of new treatments with the outcomes of previous patients in
the medical literature (i.e., historical controls). Other early trials
reported the results of new treatments on patient volunteers and
contrasted the outcomes with results from patients who did not
receive the new treatment. In either case, the group receiving the
treatment may be younger, healthier, more motivated or otherwise
more likely to get better than the untreated group.
Off-label indications: Indications not approved by the FDA
Oncologist: Cancer specialist; a surgical oncologist operates on
cancer patients, a radiation oncologist gives radiation therapy, and a
medical oncologist treats with chemotherapy.
Oncology: Referring to cancer
Palliation (or palliative care): Treating pain or other distressing
symptoms without directly attacking the underlying disease process.
For instance, hospice care for patients with incurable cancer or other
disease focuses on comforting or helping physically,
psychologically, emotionally, and spiritually.
PCP: Primary care physician
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PDR: Physician’s Desk Reference; a book giving the information
from the package inserts of all FDA approved prescribed
medications in the USA
Peer reviewers: Medical specialists who determine which articles
submitted to medical journals to accept and which to reject; these
people generally attain the status of “expert” by having previously
conducted research in the same area.
Phenylbutazone: A non-steroidal anti-inflammatory drug like aspirin
Placebo: A inactive substance such as a sugar pills used as a control
or comparison treatment in a trial of an experimental drug
Placebo effect: The influence of faith by the patient and / or
caregivers or other factors to cause a favorable response to an
inactive medication or treatment
P < 0.05: A probability of less than one in 20 that a result (e.g.,
favorable outcome of an endpoint) happened by chance
Primary prevention: Attempts to reduce risk of a disease process that
has not already begun; for example, reducing coronary artery disease
risk factors in people with high LDL-C or hypertension but who
have not yet developed a heart attack or angina
Prophylactic: Preventative
Prophylaxis: Prevention
PSA: Prostate specific antigen; a blood test to assess the risk of
having prostate cancer
Pulmonary emboli: Blood clots that have traveled from veins (deep
venous thromboses or DVT) to lung veins; In people with severe
underlying health problems, pulmonary emboli (PE) can be fatal.
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Radiation therapist: Specialist in cancer medicine who gives x-ray
treatments either attempting to cure localized cancers or to reduce
pain in specific sites if the disease is widespread.
Randomized controlled trial: A therapeutic trial in which a suitably
large number of patients are randomly assigned to treatment and
control groups. Ideally, therapists, patients, and researchers are
“blinded” to which patients receive the experimental treatment and
which are assigned to the control group that receives the previous
standard treatment or takes a placebo (inactive substance). Using
carefully standardized methods of measurement and analysis,
researchers conducting randomized controlled trials strive to prevent
known or unknown differences between the groups from
“confounding” (biasing) the results and interpretations of the
studies. Although this provides the “gold standard” for the
determination of a cause-and-effect relationship between a test or
treatment and a beneficial result, biases may still creep into the
collection of data and the interpretation of results from randomized
trials. In 1946, investigators conducted the first randomized
controlled trial.
Resectable: Able to be surgically removed in its entirety.
Respiratory failure: Inability of the lungs to supply the body with
sufficient oxygen to maintain life; causes of respiratory failure
include infections (pneumonia) and clots traveling to the lungs from
the legs; mechanical ventilation (a breathing machine) may support
someone in respiratory failure for long enough for the cause of the
problem to resolve.
Secondary prevention: Attempts to reduce risk of a disease process
that has already begun; for example, after the diagnosis of coronary
artery disease is confirmed by the presence of angina, risk factor
reduction (stopping smoking, increasing exercise, and reducing
saturated fat intake) programs attempt to prevent heart attacks and
coronary-related death.
Second-line treatment: Therapy offered after first-line treatment no
longer controls the disease.
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SSRIs: Selective seritonin reuptake inhibitors; a currently popular
class of drugs for the treatment of depression
Statistically significant: For an experimental drug or treatment to be
considered “statistically significantly” better that standard therapy,
the outcomes of the trial have to favor the new drug or treatment
such that the probability is less than 1 out of 20 that it occurred by
chance. Researchers express this as a probability of less than 0.05,
or “P < 0.05.”
Stenosis: A blockage or narrowing as in an atherosclerotic coronary
artery
Surrogate endpoint: An outcome of a medical treatment or lifestyle
intervention that is a laboratory test, x-ray, or other evaluation
method (i.e., serum cholesterol, blood pressure, blood sugar test, xray of legs looking for clots, heart x-ray looking for blood flow
through the coronary arteries, etc.). Randomized trials with
surrogate endpoints are faster to accomplish, cost less money, and
require fewer patients. However, they rarely prove that a drug or
other intervention is effective or safe. For instance, certain drugs are
effective in controlling irregular heart rhythms as evaluated by
electrocardiograms, yet those drugs increase the death rate from
heart rhythm disturbances (Chapter 17). See also clinical endpoint.
Thrombolytic drug: A drug that prevents the body’s coagulation or
clotting system from working; examples include alteplase (Activase)
or tissue plasminogen activator (t-PA), Streptokinase (SK), and
anistreplase; also called fibrinolytic drug; these drugs are FDA
approved to reduce the risk of death in patients with heart attacks.
Thrombosis: Clotting of blood
Unblinding: In randomized placebo-controlled trials that are double
blinded (neither the patient nor the doctor is told if the patient is
receiving drug or placebo), side effects of the drug may tip off both
the patient and doctor as to who has the placebo and who has the
active drug.
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Venous thromboembolism: Clotting in veins, including deep venous
thrombosis (DVT) and pulmonary emboli (PE)
WHO: World Health Organization
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Appendix 1
Rand corporation1, 2
Quality of Care Indices
Disputed in This Book
Hyperlipidemia (Chapter 5)
#3 Patients without preexisting coronary disease who are started on
pharmacological treatment for hyperlipidemia should have had at
least 2 measurements of their cholesterol (total or LDL) documented
in the year before the start of pharmacological treatment.
#4 Patients < 75 with preexisting coronary disease who have an
untreated LDL cholesterol level > 130 mg / dl should begin diet or
drug therapy within 3 months of the high LDL cholesterol
measurement.
#5 Patients < 75 with preexisting coronary disease who have an
untreated LDL cholesterol level > 130 mg / dl after 6 month of
dietary cholesterol-lowering treatment should receive pharmacologic
treatment within 2 months of the measurement.
#6 Patients for whom pharmacologic therapy for hyperlipidemia has
been initiated should have their total cholesterol, HDL, and LDL
rechecked within 4 months.
#7 Patient receiving pharmacological therapy for hyperlipidemia
who have had a dosage or medication change should have their total
cholesterol, HDL, and LDL rechecked within 4 months of the
change.
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Hypertension (Chapter 6)
#18 Stage 1B hypertensive whose blood pressure remains Stage 1
after 6 months of lifestyle modification should be offered
pharmacotherapy.
#19 Patients in any risk group with stage 2 hypertension should be
offered pharmacotherapy.
#20 Patients in risk group “HN – C” (high risk) should be offered
pharmacotherapy.
#21 Patients in risk group C (high risk) with stage 1 hypertension
should be offered pharmacotherapy.
Diabetes (Chapter 7)
#2 Patients with diabetes should have a glycosylated hemoglobin or
fructosamine every 6 months.
#10 Type 2 diabetic who have failed dietary therapy should have
oral hypoglycemic therapy.
#11 Type 2 diabetic who have failed oral hypoglycemic therapy
should be offered insulin.
#12 Diabetics with proteinuria should be offered a ACE inhibitor
within 3 months of the notation of proteinuria unless
contraindicated.
Coronary artery disease (Chapter 9, 10, and 11)
#5 Patients admitted with the diagnosis of unstable angina who have
angina > 5 minutes at rest associated with ST segment changes who
do not have contraindication to heparin should receive heparin
within 2 hours of the initial ECG demonstrating ischemic changes,
and continuous heparin infusion or simultaneous LMW heparin for
at least 24 hours (or at least 26 hours after the ECG with ischemic
changes).
#8 Patients < 75 years old presenting with an acute myocardial
infarction who are within 12 hours of the onset of MI symptoms and
who do not have contraindications to thrombolysis or
revascularization should receive a thrombolytic agent within one
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hour of the time their ECG initially shows ST elevation > 0.1 mV in
2 contiguous leads, or a LBBB not known to be old.
#9 Patients admitted within 12 hours of an acute myocardial
infarction who do not have contraindications to heparin should
receive heparin (subcutaneously or IV) for at least 24 hours unless
they have received streptokinase, APSAC, or urokinase.
#16 Patients with coronary artery disease who do not have
contraindications to revascularization should be offered PTCA or
CABS within 1 month of coronary angiography if they have 3vessel CAD and LVEF < or = 40%.
#17 Patients with coronary artery disease who do not have
contraindications to revascularization should be offered CABS
within 1 month of coronary angiography if they have left main
stenosis > 50%.
#18 Patients 40-75 who have a high-risk stress test should be offered
coronary angiography within 6 weeks of the stress test (unless they
have contraindications to revascularization).
#36 Patients < 75 years old with an MI should be offered symptomlimiting stress testing or coronary angiography within 8 weeks of the
MI (unless they have contraindications to revascularization).
#37 Patients < 75 years old admitted after cardiac arrest and who
have a positive stress test during hospitalization should be offered
coronary angiography before discharge (unless they have
contraindications to revascularization).
Atrial fibrillation (chapter 11)
#3 Patients with atrial fibrillation of greater than 48 hours or of
unknown duration who do not have contraindications to warfarin
should receive warfarin if they are under 65 with one or more risk
factors for stroke.
#4 Patients with atrial fibrillation of greater than 48 hours or of
unknown duration who do not have contraindications to warfarin
should receive warfarin if they are 65 years of age or older.
#6 Patients with atrial fibrillation who do not have contraindications
to warfarin should be started on warfarin within two weeks of
presenting with new onset ischemic or embolic stroke.
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#7 Patients with atrial fibrillation who do not have contraindications
to warfarin should be started on warfarin within one week of
presenting with new onset transient ischemic attack.
#8 Patients with atrial fibrillation of greater than 48 hours or of
unknown duration who do not have contraindications to warfarin
who are undergoing elective electrical or chemical cardioversion
unless they have had a transesophageal echogram within 24 hours of
cardioversion that indicates no clot.
#9 All patients with atrial fibrillation of greater than 48 hours or of
unknown duration should receive anticoagulation for at least four
weeks after cardioversion unless there are contraindications to
anticoagulation.
#10 Patients with atrial fibrillation started on warfarin should have
an INR checked within one week of the first dose.
Cerebrovascular disease (Chapter 11)
#1 Patient who receive anticoagulant or antiplatelet treatment for
acute stroke within 7 days of presentation should receive a head CT
or MRI prior to the initiation of anticoagulant or antiplatelet
treatment.
Depression (Chapter 12)
#5 Once diagnosis of major depression has been made, treatment
with antidepressants or psychotherapy should begin within 2 weeks.
#10 Antidepressants should be prescribed at appropriate dosages.
#11 Medication treatment visits or telephone contacts should occur
at least once in the 2 weeks following the initial diagnosis.
#13 Patients with major depression who have medical record
documentation of improvement of symptoms within 6 weeks of
starting antidepressant treatment should be continued on an
antidepressant for at least 4 additional months
#14 At each visit in which depression is discussed, the degree of
response / remission and side effects should be assessed and
documented during the first year of treatment.
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Prostate cancer (Chapter 13)
#1 Men with a new diagnosis of prostate cancer, who have not had a
serum PSA in the prior 3 months, should have serum PSA checked
within one month after diagnosis or prior to any treatment
whichever comes first.
#2 Men with a new diagnosis of prostate cancer who have a serum
PSA >10 mg / ml should be offered a radionucleotide bone scan
within one month after diagnosis or prior to any treatment
whichever comes first.
#4 Men under age 65 with localized prostate cancer (stage 1 or 2)
and a Gleason's score < or = 6 should have all of the following
treatment options discussed within 3 months of the diagnosis:
radiation therapy, radical prostatectomy, or watchful waiting.
#6 Men under age 75 with Gleason's score > or = 7 should be
offered both treatment options within 3 months of diagnosis:
radiation therapy or radical prostatectomy.
Preventive care (Chapter 14)
#2 Women aged 50 – 70 should have had a screening mammogram
performed at least every 2 years.
Orthopedic conditions (Chapter 15)
#10 Patients who report having at least 6 months of knee pain that
limits function despite regular use of NSAIDs and / or intraarticular
steroid injection should have physical therapy if not already tried
and surgery / arthroscopy offered or discussed within one month of
the report of continued pain.
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Appendix 2
McDonald’s Restaurant Diet and
My Vegan Diet
The United States Department of Agriculture’s MyPyramid
Tracker website1 may be used to input everything that you eat and
drink for a day and receive an analysis of the nutrient content. Here
following is data contrasting a breakfast, lunch, and dinner from
McDonald’s Restaurant with my vegan breakfast, lunch, and dinner.
McDonald’s Restaurant Diet for One Day
Food Consumed
Quanity
MCDONALD`S BREAKFAST
1
BURRITO
MCDONALD`S CHERRY PIE,
1
FRIED
MCDONALD`S LITE
1
VINAIGRETTE
MCDONALD`S MCCHICKEN
1
SANDWICH
MCDONALD`S OR BURGER
1
KING DOUBLE CHEESEBURGER
MCDONALD`S SAUSAGE
1
BISCUIT WITH EGG
MCDONALD`S SHRIMP SALAD
1
FRENCH FRIES, FROM FROZEN,
1
DEEP-FRIED
COKE
1

Servings
1
1
1
1
1
1
1
1
1
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Nutrient Intakes for a McDonald’s Restaurant Diet for One Day
Nutrient
Food Energy
(kcals)
Protein (g)
Carbohydrate (g)
Dietary Fiber (g)
Total fat (g)
Saturated fat (g)
Monounsaturated
fat (gm)
Polyunsaturated
fat (g)
Alcohol
Cholesterol (mg)
Vitamin A (RE)
Vitamin E (aTE)
Vitamin C (mg)
Thiamin (mg)
Riboflavin (mg)
Niacin (mg)
Folate (mcg)
Vitamin B-6
(mg)
Vitamin B-12
(mcg)
Calcium (mg)
Iron (mg)
Magnesium (mg)
Phosphorus (mg)
Potassium (mg)
Sodium (mg)

Your
Intake
2,855

Recommendation % of USDA
Recommendation
2,300

124%

108
288
13
142
45

59
no rec.
25
no rec.
no rec.

184%
no rec.
51%
no rec.
no rec.

58

no rec.

no rec.

28

no rec.

no rec.

0
808
583.3

< = 300
900

♠
65%

12.6

15

84%

32.1
1.8
1.9
26.3
214.2

90
1.2
1.3
16
400

36%
153%
143%
165%
54%

1.4

1.7

82%

5.3

2.4

220%

734.9
19.1
209.9
1,617
2,424
4,536

1,200
8
420
700
*
< = 2,400

61%
239%
50%
231%
*
♠
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Dr. Cundiff’s Evidence-based, High Calorie, High Fat, High
Carbohydrate, High Protein, High Fiber, Gourmet, All-purpose,
Vegan Diet for One Day
Food Consumed
ORANGE, FRESH
STRAWBERRIES, FRESH
40% BRAN FLAKES CEREAL
SOY MILK
TORTILLA, WHOLE WHEAT
GRANOLA
MASHED POTATO, FROM FRESH,
NOT MADE W / MILK / FAT
OLIVE OIL
SOYBEAN OIL
MUSHROOMS, RAW
SOY SAUCE
CORNMEAL MUSH, MADE W /
WATER
MISO
ONIONS, MATURE, RAW
GARLIC, RAW
TOFU
LENTILS, COOKED
CARROTS, RAW
TURNIP, RAW
CELERY, RAW
BROCCOLI, RAW
BRUSSELS SPROUTS, RAW
PEAS, GREEN, RAW
CHOCOLATE CANDY, SWEET OR
DARK
RAISINS
BREAD, WHOLE WHEAT,
TOASTED

Quanity
1 medium
1 medium
1 cup
1 cup
1 medium
1 cup
1 cup

Servings
1
6
1
1
2
0.2
2

1 tbsp
1 tbsp
1 medium
1 tbsp
1 oz dry

1
1
6
1
1

1 cup
1 cup chopped
1 clove
1 cup
1 cup
1 oz
1 oz
1 oz
1 floweret
1 oz
1 cup
1 bar

0.2
1
2
2
1
1
1
1
3
2
0.2
2

1 miniture
box
1 slice

1
2
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Nutrient Analysis of Dr. Cundiff’s Vegan Diet for One Day
Nutrient

Your
Intake

Food Energy
2,898
(kcals)
Protein (g)
118
Carbohydrate (g)
431
Dietary Fiber (g)
77
Total fat (g)
104
Saturated fat (g)
28
Monounsaturated
34
fat (g)
Polyunsaturated
34
fat (g)
Alcohol (g)
0
Cholesterol (mg)
0
Vitamin A (RE)
1,545
Vitamin E (a17.2
TE)
Vitamin C (mg)
271
Thiamin (mg)
3.6
Riboflavin (mg)
2.9
Niacin (mg)
32.1
Folate (mcg)
912
Vitamin B-6
4.1
(mg)
Vitamin B-12
2.3
(mcg)
Calcium (mg)
961
Iron (mg)
63.3
Magnesium (mg) 1,193
Phosphorus (mg) 2,396
Potassium (mg)
5,979
Sodium (mg)
6,148

Recommendation

% of USDA
Recommendation

2,300

126%

59
no rec.
25
no rec.
no rec.

200%
no rec.
309%
no rec.
no rec.

no rec.

no rec.

no rec.

no rec.

no rec.
< = 300
900

no rec.
♠
172%

15

115%

90
1.2
1.3
16
400

301%
299%
221%
201%
228%

1.7

241%

2.4

97%

1,200
8
420
700
*
< = 2,400

80%
791%
284%
342%
*
♠
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Appendix 3
BMI Related to Diet and Exercise
in Diabetics
by David K. Cundiff, MD and John C. Pezzullo, PhD
Purpose: Analyze the Diabetic Control and Complication Trial
(DCCT) data to quantify the relationship of exercise, diet, and sleep
pattern with body mass index (BMI).
Research Methods and Procedures: Apply Pearson’s correlation
function and multiple-regression to DCCT data.
Design: Post-hoc statistical analysis
Setting: 29 U.S. and Canadian diabetes clinics.
Patients: 572 type 1 non-smoking people with diabetes with
average HbA1c < 8
Intervention: Repeated collections of nutritional, exercise, and BMI
data over 3.5 – 9 years.
Method of Assessment: Pearson’s correlation function and multiple
regression analysis of DCCT data expressed the correlations of
exercise and macronutrient consumption with mean change in BMI
per year. We applied a multiple regression-derived macronutrient
variable formula to the USDA food database to compare BMI
effects of foods.
Results: Total caloric intake is not significantly correlated to
change in BMI per year. Predicted change in BMI per year = 1.4113 + total carbohydrate (percent of calories) / 23.65 + MUFA
(percent of calories) / 8.273 + PUFA (percent of calories) / 11.44 +
dietary fiber (g / 1000 calories) / 13.74 + exercise level (1 = 4) scale
/ 1.546 + Bad sleep frequency (1 – 5 scale) / 2.598.
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Applying a multiple regression-derived formula to a USDA food
database forecasts that meat, dairy products, and eggs increase BMI.
Fruits, vegetables, beans, and exercise should reduce BMI.
Discussion: In people with type 1 diabetics and possibly in others, a
plant-based diet and moderate exercise may control weight. This
study generates the hypothesis that multiple regression analysis
relating change in BMI to exercise, diet, and sleep pattern over
several years may serve as a research and clinical monitoring tool in
treatment / prevention of obesity.
Key Words: Diabetes mellitus, nutrition, outcome research
Abbreviations: BMI = body mass index, DCCT = Diabetic Control
and Complications Trial, Kcal = kilocalories (energy), MUF =
monounsaturated fat, PUF = polyunsaturated fat
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Appendix 4
The Etiology of the Metabolic
Syndrome—Hypotheses Generated from
Diabetes Control and Complications
Trial Data
By David K. Cundiff, MD, Claudio R. Nigg, PhD, Amy
Lanou, PhD, and John C. Pezzullo, PhD
Abstract of Unpublished Paper
Objective: Exploring the relationship between metabolic syndrome
components and diet and lifestyle factors
Research Design and Methods:
Basic design: Post hoc statistical analysis
Setting: Diabetes clinics in North America
Number of participants and selection criteria: 1,436 people with
type 1 diabetes
Treatment or intervention: Statistical analysis of the Diabetes
Control and Complication Trial (DCCT) nutritional and risk factor
data
Methods of assessment: (1) Correlations of insulin consumption and
hemoglobin A1c (GHb) with body mass index (BMI), triglycerides,
high density lipoprotein-C (HDL-C), low density lipoprotein-C
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(LDL-C), mean blood pressure, exercise level, tobacco use, sleep
satisfaction, and selected nutrients, (2) multiple-regression-derived
formulas expressing the relationship between insulin consumption
and GHb and diet and lifestyle factors, and (3) using multipleregression-derived formulas to analyze a published diet intervention
(Mediterranean Diet) for metabolic syndrome.
Results: The higher the insulin consumption the greater the
increase in BMI per year (r=0.26, P<0.0001), triglyceride level
(r=0.32, P<0.0001), LDL-C (r=0.19, P<0.0001), and mean blood
pressure (r=0.20, P<0001) and the lower the HDL-C (r=-0.28,
P<0.0001). Exercise lowered insulin consumption (r=-0.17,
P<0.0001) and smoking raised it (r=0.11, P<0.0001). Multipleregression analysis yields the formula: Insulin utilization (SD above
or below the mean) = - 6.808 + protein (% of calories) / 14.55 +
total carbohydrates (% of calories) / 10.17 + saturated fatty acids (%
of calories) / 14.67 + MUFA (% of calories) / 5.479 - dietary fiber
(grams / 1,000 calories) / 3.343 - exercise level (1 – 4) scale / 3.450
+ tobacco use (yes = 1, no = 0) / 3.379 + sleep satisfaction (1 – 5
scale) / 6.843 + bad sleep frequency (1 – 5 scale) / 6.413.
Conclusion: In the DCCT database, hyperinsulinemia / insulin
resistance correlates with components of the metabolic syndrome
and relates in a linear algebraic fashion to quantifiable lifestyle
factors (diet, tobacco, inactivity, and poor sleep quality). This gives
a clue to the etiology of the metabolic syndrome.
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Appendix 5
Deep Venous Thrombosis—
Malpractice Roulette
by David K. Cundiff, MD
and Matthew Conolly, MD, FACP
UCLA Departments of Medicine and Anesthesiology
Abstract
Background: Outpatient warfarin therapy for deep venous
thrombosis (DVT) carries significant risks of life-threatening
bleeding. Published guidelines for anticoagulant therapy do not
constitute “the standard of care” in the community. Virtually no
published literature describes the opinions of practicing physicians
about optimal care and sub-standard care in individual DVT cases.
Methods: A mailed survey was conducted to assess the opinions of
California internists and international anticoagulation specialists
concerning the use of warfarin in a case of DVT and fatal
pulmonary emboli (PE) in a case that resulted in a malpractice suit.
Participants were asked to choose their preferred treatment from
among five options and to indicate what treatments they would
consider to be below an acceptable standard of care.
Results: Significant numbers of internists and anticoagulation
specialists chose each of the five suggested treatment options; 22%
of the internists and 33% of the specialists inserted their own
options. Only 12% of the internists would have relied on the
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judgment of a thromboembolic disease specialist in managing this
case. Most internists and thromboembolic disease specialists (both
89%) thought that some or all treatment choices other than the
one(s) they selected represented malpractice.
Conclusion: Medico-legal cases involving deaths or serious injuries
in patients with DVT who have PE, treatment-related bleeding, or
other complications should not be determined on the testimony of
one or even a few "expert witnesses." In order to determine the
“community standard of care,” surveys of practicing physicians
should be done to determine the diversity or uniformity of opinion in
the medical community.

Introduction
Dr. Kenneth Moser, a Pulmonologist who dedicated his research
career to venous thromboembolic disease introduced the topic of PE
in Textbook of Pulmonary Medicine by saying, "The one
generalization about venous thromboembolism that is free from
controversy is that most aspects of this disorder are controversial.
There are multiple reasons why venous thromboembolism, despite
extensive clinical and laboratory investigation, still kindles lively
debate. Perhaps the major reason is that several unknowns persist.
This is not to say that the literature lacks authoritative opinions;
indeed, these are available in abundance (and are often in conflict)."1
Death by PE typically occurs suddenly and unexpectedly. Lifethreatening or fatal bleeding from heparin or warfarin may likewise
happen without warning in otherwise healthy people. Consequently,
the potential for litigation when patients with DVT die of either PE
or bleeding is great.
The treatment guidelines published by the American College of
Chest Physicians Consensus Conference on Antithrombotic Therapy
explicitly include a disclaimer, stating that the guidelines should not
be taken to represent a community standard of care.2 Medico-legal
cases involving tragic outcomes in DVT patient depend on the
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opinions of expert witnesses testifying about the standard of care in
individual cases.
Very little is known about the range of opinion among practicing
internists and thromboembolic disease specialists in difficult DVT
cases. A search of the literature revealed only two surveys and both
showed no uniformity of opinion regarding treatment decisions of
DVT cases. 3 4
To understand better the standard of practice in California, we have
conducted surveys of both practicing internists and anticoagulation
therapy specialists regarding a case of a patient who died of PE after
a diagnosis of DVT. Owing to both medical and social factors in this
case, the attending physician had discontinued the heparin and
warfarin anticoagulation on day five when the pain and tenderness at
the site of the DVT had resolved. The patient subsequently had
massive PE on day 12 and died during an embolectomy attempt by
interventional radiologists on day 13. A malpractice suit ensued.
Methods
The UCLA School of Medicine Human Subjects Protection
Committee approved the proposed surveys of internists and
anticoagulation specialists to assess their opinions about the
treatment options in the case of the patient with DVT who died of
PE. The following case description was mailed to 300 practicing
internists (eleven surveys were returned as undeliverable) from a
mailing list purchased from the California Medical Association
physician database.
Case History
A 59-year-old homeless alcoholic man with disseminated
tuberculosis, alcoholic liver disease, anemia, and severe malnutrition
is transferred from another hospital to the internal medicine service
of a large urban teaching hospital. The outside hospital had begun
four anti-tuberculosis medications. The patient also had a several
week history of right leg pain. The outside hospital had documented
an isolated right popliteal venous thrombosis on ultrasound and
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started the patient on heparin. Warfarin (Coumadin) was added one
day after admission and the heparin and anti TB medications were
continued. Your radiologist confirmed the isolated popliteal
thrombosis from the outside hospital ultrasound.
By day five of hospitalization, the patient had improved clinically
and the leg pain had resolved. He had no chest pain, shortness of
breath or other clinical evidence of PE. The patient's daughter had
indicated to the team that she might be willing to have him live in
her house during his convalescence, but this was not a definite
arrangement.
The issue of outpatient follow-up for anticoagulation monitoring
was complicated by the recent closure of the anticoagulant clinic by
the Hematology Department. Medical interns and residents now had
to perform the task of monitoring outpatient anticoagulation in
general internal medicine clinics. In these clinics the no-show rate
averaged at least one-third of patients scheduled, and one attending
internist would supervise 8-15 housestaff and medical students
seeing 35 to 50 patients in a half-day clinic.
Internist Questionnaire
1.

Given the social and clinical uncertainties attending this
man, including considerable doubt about compliance with
any of his medications, would you judge that in choosing the
best management of his venous thrombosis: - (circle your
choice)
A.
There is only one correct clinical decision
B.
There are two reasonable clinical choices
C.
This is a difficult judgment call because of the risk of
PE and serious bleeding from the Coumadin. At least
three clinical choices could be defended.

2.

In this situation which choice or choices would you make: A.
Discontinue warfarin and treat conservatively with
moist heat, leg elevation, and anti-inflammatory
medication?
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B.
C.
D.
E.
F.
G.

Discontinue warfarin and order the insertion of a
vena caval filter?
Continue the warfarin for three months?
Continue the warfarin for three months and order the
insertion of a vena caval filter?
Continue the warfarin until hospital discharge and
then discontinue it?
Consult a specialist and rely upon his / her judgment?
Other (describe)?

3.

The specialist you would be most likely to consult in this
kind of case would be:
A.
Vascular surgeon
B.
Hematologist
C.
Pulmonologist
D.
Rheumatologist
E.
Medical Oncology
F.
Other

4.

Clinical choices that you would consider to be below the
standard of care would be: (circle all that apply)
A.
Discontinuation of warfarin and conservative
management with moist heat, leg elevation, and antiinflammatory medication only.
B.
Discontinuation of warfarin with insertion of a vena
caval filter.
C.
Continuation of warfarin for three months.
D.
Continuation of warfarin for three months with
insertion of a vena caval filter.
E.
Continuation of warfarin until discharge from
hospital, discontinuing it at that point.

An almost identical survey was mailed to 172 anticoagulation
specialists (none returned as undeliverable) from the mailing list of
the Consensus Conference on Antithrombotic Therapy of the
American College of Chest Physicians. The specialist's
questionnaire omitted question #3 regarding which type of expert
would one choose to refer the patient.
411

The authors tabulated the responses returned in self-addressed
stamped envelopes.
Results
In the survey of California internists, 74 out of 289 physicians
responded (26%). They made the following selections:
1.

Given the social and clinical uncertainties attending this
man, including considerable doubt about compliance with
any of his medications, would you judge that in choosing the
best management of his venous thrombosis: - (circle your
choice)
A.
There is only one correct clinical decision - 5 (7%)
B.
There are two reasonable clinical choices - 6 (8%)
C.
This is a difficult judgment call because of the risk of
PE and serious bleeding from the warfarin. At least
three clinical choices could be defended - 56 (76%)
D.
No opinion - 7 (9%)

2.

In this situation which choice or choices would you make?
A.
Discontinue warfarin and treat conservatively with
moist heat, leg elevation, and anti-inflammatory
medication? - 10 (14%)
B.
Discontinue warfarin and order the insertion of a
vena caval filter? - 17 (23%)
C.
Continue the warfarin for three months? - 34 (46%)
D.
Continue the warfarin for three months and order the
insertion of a vena caval filter? - 5 (7%)
E.
Continue the warfarin until hospital discharge and
then discontinue it? - 9 (12%)
F.
Consult a specialist and rely upon his / her judgment?
- 9 (12%)
G.
Other (describe)? - 16 (22%)
H.
No opinion - 4 (5%)

3.

The specialist you would be most likely to consult in this
kind of case would be:
A.
Vascular surgeon - 19 (26%)
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B.
C.
D.
E.
F.
G.
H.
4.

Hematologist – 9 (12%)
Pulmonologist - 17 (23%)
Rheumatologist – 0 (0%)
Medical Oncologist - 0 (0%)
Other - 11 (15%)
None - 15 (20%)
No opinion - 5 (7%)

Clinical choices that you would consider to be below the
standard of care would be: (circle all that apply)
A.
Discontinuation of warfarin and conservative
management with moist heat, leg elevation, and antiinflammatory medication only - 39 (53%)
B.
Discontinuation of warfarin with insertion of a vena
caval filter - 17 (22%)
C.
Continuation of warfarin for three months - 15 (20%)
D.
Continuation of warfarin for three months with
insertion of a vena caval filter - 17 (22%)
E.
Continuation of warfarin until discharge from
hospital, discontinuing it at that point - 36 (49%)
F.
None - 8 (11%)
G.
No opinion - 4 (5%)

Of Anticoagulation Specialists from the mailing list of the ACCP
Consensus Conference of Antithrombotic Therapy, 27 / 172
responded (16%). Their choices were the following:
1.

Given the social and clinical uncertainties attending this man,
including considerable doubt about compliance with any of
his medications, would you judge that in choosing the best
management of his venous thrombosis (circle your choice)
A.
There is one correct clinical decision - 1 (4%)
B.
There are two reasonable clinical choices - 3 (12%)
C.
This is a difficult judgment call because of the risk of
PE and serious bleeding from the warfarin. At least
three clinical choices could be defended. - 21 (78%)
D.
No opinion - 2 (8%)
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2. In this situation would you:
A.
Discontinue warfarin and treat conservatively with
moist heat, leg elevation, and anti-inflammatory
medication. - 2 (8%)
B.
Discontinue warfarin and order the insertion of a
vena caval filter - 12 (44%)
C.
Continue the warfarin for three months - 14 (52%)
D.
Continue the warfarin for three months and order the
insertion of a vena caval filter - 1 (4%)
E.
Continue the warfarin until hospital discharge and
then discontinue it - 2 (8%)
F.
Other (describe) - 6 (22%)
G.
No opinion - 1 (4%)
3.

Clinical choices that you would consider to be below the
standard of care would be: (circle all that apply)
A.
Discontinue warfarin and treat conservatively with
moist heat, leg elevation, and anti-inflammatory
medication. - 20 (74%)
B.
Discontinue warfarin and order the insertion of a
vena caval filter - 6 (22%)
C.
Continue the warfarin for three months - 4 (15%)
D.
Continue the warfarin for three months with insertion
of a vena caval filter - 6 (22%)
E.
Continue the warfarin until hospital discharge,
discontinuing it at that point - 15 (56%)
F.
None - 3 (12%)
G.
No opinion - 1 (4%)

Most internists and specialists (i.e., 76% and 78% respectively) felt
that at least three clinical options could be defended.
Representatives of both groups chose each of the five treatment
options in the questionnaire demonstrating no consensus. Despite
the widely divergent viewpoints on management, only 12% of
internists said they would rely on the opinion of a specialist.
Opinions of anticoagulant specialists differed little from those of
internists. The internists expressed no clear consensus about which
type of specialist they would choose concerning difficult
anticoagulation cases (question #3). A significant proportion of
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those responding (i.e., 22% of both groups) chose options not
included in the questionnaire. Among these alternative choices, the
most frequently selected was that low molecular weight heparin
should be given daily or bid by the visiting nurse or the daughter (6 /
27 versus 0 / 74 for specialists and internists respectively). Home
nursing services available to LA County – DHS patients do not
include daily visits for low molecular weight heparin.
Most (i.e., 89% of internists and 88% of specialists) felt that one or
more treatment option was below standard care. However, neither
group had a consensus about which treatments would constitute
malpractice.
Several of the internists (13 / 74 or 18%) and anticoagulation
specialists (2 / 27 or 7%) qualified their responses to the treatment
option question. Most frequently they would indicate that the choice
of warfarin depended on good follow-up and patient compliance.
Some specified that the visiting nurse or lab technician should go to
the patient's house to draw the prothrombin time tests. This service
is not available for ambulatory LA County - Department of Health
Services patients.
A significant number of the internists (7 / 74 or 9%) and the
anticoagulation specialists (2 / 27 or 7%) had internal
inconsistencies in their answers to the questions. In all cases these
inconsistencies consisted of selecting the same treatment choice as
recommended treatment and as a below standard care option.
One specialist chose to discontinue warfarin and treat conservatively
and follow with serial ultrasounds at 1-2 week intervals. This would
not necessarily have been in time to prevent the fatal PE in the case
presented. One internist thought that the only correct treatment
option was to continue the warfarin for a year. One internist chose to
rely on a specialist vascular surgeon's judgment about the treatment
decision. However, this internist felt that the first four treatment
options constituted malpractice and that only continuing warfarin till
hospital discharge could be defended. Another internist felt that all
five treatment options were below standard care and recommended
that the patient be transferred to a skilled nursing facility for three
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months of warfarin anticoagulation and monitoring. This was neither
the patient's wish nor an option in the LA County – DHS would
offer. One internist selected giving enough warfarin until the first
clinic visit. If the patient didn't come to clinic, he would be
discharged from the internist's care.
Discussion
To make a therapeutic decision about anticoagulation for an
individual patient with DVT, a clinician must weight the benefits of
anticoagulation versus the risks of heparin and warfarin.
Historically, the use of anticoagulants for DVT has been based on
the association with the standard practice of using heparin and
warfarin in patients after PE. No randomized controlled trial has
ever demonstrated the value of anticoagulants on survival for DVT
patients. In 1994, Neilsen et. al. reported the only randomized study
of anticoagulants versus conservative treatment. Of 46 patients
receiving standard anticoagulation, one died of PE. None of 41
patients treated conservatively died of PE. 5, 6
The reported incidence of major bleeding with warfarin ranges from
2.7 per 100 treatment years 7, 8 to 12 per 100 treatment years.7 The
incidence of major bleeding due to warfarin in seven recent
randomized studies of DVT patients averaged 0.9% with one fatal
bleed in 1,283 patients. 9 One of 712 DVT patients died of bleeding
in a British study.10 However, another study of 562 patients treated
with warfarin for various indications showed a bleeding mortality
rate of 2%. Those with a serious co-morbid condition such as severe
anemia were at increased risk of major bleeding. Major bleeding in
the low-risk group was 2% compared with 63% in the high-risk
group.11
In choosing the course of therapy for an individual patient with
DVT, the clinician must be mindful of the benefits and risks of
anticoagulation published in the medical literature. However, the
doctor must also take into consideration the particular circumstances
of his / her patient and the treating institution. This patient's comorbid conditions of severe anemia (i.e., hemoglobin < 10gm / dl),
alcoholic liver disease (i.e., baseline INR = 1.33 (high) and albumen
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< 2.0) put him at increase of bleeding. Contraindications to the use
of heparin and warfarin mentioned in the package inserts include
bleeding disorders such as a baseline elevation of INR. The package
insert for warfarin (Coumadin) also lists among the
contraindications, "Unsupervised patients with senility, alcoholism,
or psychosis or other lack of patient cooperation." If he had been
given warfarin on an outpatient basis and died of bleeding, these two
written contraindications, which also appear in the Physicians' Desk
Reference, would have provided a solid basis for a wrongful death
suit by the surviving family.
Significant numbers of internists and specialists considered
continuing warfarin for three months as malpractice (15 / 74 or 20%
and 4 / 27 or 15% respectively). However, none cited that home
treatment with warfarin in this alcoholic patient was contraindicated
on two counts according to the recommendations in the
manufacturer’s package insert.
In the case presented, general internists and anticoagulation
specialists held widely variable opinions about the best treatment.
Although most thought that at least three treatment options could be
defended, the majority (89% of internists and 88% of specialists)
believed that one or more of the five presented treatment options
would constitute malpractice. However, there was no agreement
among either the internists or the specialists about which treatment
options should be considered below standard care.
Given the inherent complexity of the clinical issues involved, a
decision to use, or not to use anticoagulants is fraught with hazards,
forcing the clinician into a game of malpractice roulette, in which he
will be damned if he does, and damned if he doesn’t. As one
respondent who declined to complete the questionnaire remarked,
“There, but for the grace of God, go all doctors.”
Conclusion
In the case presented, there was no consensus of opinion among
internists or anticoagulation specialists about what constituted the
optimal treatment choice or what treatment options could be called
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below standard care or malpractice. Guidelines of the ACCP
Consensus Conference on Antithrombotic Therapy or any other
specialists group do not constitute the standard of care in the
community for this case or any case of DVT.2 Warfarin
anticoagulation carries a risk of life-threatening bleeding and a
significant treatment-related mortality. The risk-benefit ratio of the
full three months of standard warfarin therapy of lower extremity
DVT for the average patient entering into a research study has not
been determined despite scores of studies in the medical literature.
Assessing the risk-benefit ratio in an individual patient like this one
who was not a candidate for a research study because of his elevated
INR and alcoholism would be even more difficult.
The traditional medico-legal practice of relying principally on
selected "anticoagulation specialists" as expert witnesses in
malpractice cases involving tragic outcomes in DVT patients should
be abandoned, since no one person can reliably speak for a
community that lacks unanimity. Rather, in assessing alleged
malpractice in anticoagulation cases involving judgment calls,
surveys of internists and anticoagulation specialists such as this one
should be done to determine the true spectrum of informed opinion
as to what forms of therapy are held to be appropriate.
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Appendix 6
Correspondence with the CEO of
DuPont, Inc. Regarding Anticoagulants
May 26, 2001
Richard U. De Schutter, Chairman and CEO
DuPont Pharmaceuticals Company
Chestnut Run Plaza
974 Centre Road
Wilmington, Delaware 19805
C / o Sandra James
Re:

Warfarin (Coumadin) and tinzaparin (Innohep)
prevention and treatment of venous thromboembolism

for

Dear Mr. De Schutter,
For the past two years, I have researched the safety and efficacy of
anticoagulants including warfarin (Coumadin) and tinzaparin
(Innohep) for the prevention and treatment of deep venous
thrombosis (clots in the legs) and pulmonary emboli (clots in the
lungs). These drugs became the standard of practice for these
indications before the FDA required rigorous studies proving
efficacy (1962). FDA approval for these indications was
grandfathered in without controlled randomized trials. I have found
that they don't reduce the incidence of fatal pulmonary emboli. I
have detailed my findings in the following Web site:
http://hometown.aol.com/~dkcundiff/home.htm

(no

longer
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operational since Medscape General Medicine published my venous
thromboembolism review at http://www.medscape.com/viewarticle
/487577 1)
In the interests of the public health, please have your medical
director and appropriate staff look at the articles and
correspondence. If you agree that Coumadin and Innohep are
unproven to reduce the morbidity or mortality of venous
thromboembolism, please voluntarily withdraw the drugs for those
indications. If you disagree, please have your staff issue me a
detailed response to the points in my Web site.
Thank you.
Sincerely,

David K. Cundiff, MD
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Appendix 7
The Hamilton Depression Measurement
Scale1
1.

2.
3.
4.
5.
6.
7.
8.

Depression (0-4). Interviewers are told to look for a gloomy
attitude, pessimism, feelings of hopelessness, and a tendency
to weep.
• General sadness: 1 point
• Occasional weeping: 2 points
• Frequent weeping: 3 points
• Extreme symptoms: 4 points
Guilt (0-4). Feelings of self-reproach count 1 point;
delusions of guilt with or without hallucinations merit 4
points.
Suicide (0-4). Sliding scale ranges from feelings that life is
not worth living to suicide plans and attempts.
Insomnia, initial (0-2). Difficulties falling asleep.
Insomnia, middle (0-2). Restless sleeping and waking during
the night.
Insomnia, delayed (0-2). Waking in the early hours and
being unable to fall asleep again.
Work and interests (0-4). Sliding scale ranges from feelings
of incapacity to loss of interest in hobbies and decreased
social activities to inability to work.
Retardation (0-4).
• Slight flattening of affect and fixity of expression: 1
point.
• Monotonous voice, delay in answering questions, and a
tendency to sit motionless: 2 points.
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When retardation makes the interview extremely
prolonged and almost impossible to complete: 3 points.
• When an interview is impossible to complete: 4 points.
Agitation (0-4). Sliding scale ranges from fidgetiness to
having to conduct the interview " 'on the run,' with the
patient pacing up and down, picking at his face, and tearing
at his clothes."
Anxiety, psychic symptoms (0-4). Items to consider include
tension, difficulty in relaxing, irritability, worry over trivial
matters, apprehension and feelings of panic, fear, difficulty
concentrating and forgetfulness, and "feeling jumpy."
Anxiety, somatic symptoms (0-4). Overactivity in the
respiratory, cardiovascular, gastrointestinal, and urinary
systems.
Gastrointestinal symptoms (0-2). Loss of appetite,
constipation, "heavy feelings" in abdomen.
General somatic symptoms (0-2) Interviewers look for
fatigue and diffuse muscular aches. The latter are often ill
defined and difficult to locate but frequently occur in the
back and sometimes in the limbs.
Loss of libido (0-2). In men, interviewers look for a
deterioration in sexual activity related to the patient's illness.
In women, loss of libido manifests itself as increasing
frigidity, progressing to active dislike of sexual intercourse.
Hypochondria (0-4). Sliding scale from bodily selfabsorption to preoccupation with health, querulous attitude,
and hypochondriacal delusions.
Loss of insight (0-2). Hamilton notes "loss of insight is not
necessarily present when the patient denies that he is
suffering from mental disorder." In case of doubt,
interviewers are told to query patients further about their
symptoms of guilt and hypochondria.
Weight loss (0-2).
•

9.

10.

11.
12.
13.

14.

15.
16.

17.
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Appendix 8
Are Omega-3 Fatty Acids a Marker for a
Coronary Heart Disease Reducing
Dietary Pattern?
By David K. Cundiff, MD, Amy J. Lanou, PhD,
and Claudio R. Nigg, PhD
Abstract of Unpublished Paper
Data supporting the inverse correlation of fish or long chain omega3 fatty acid (FA) supplement consumption and coronary heart
disease (CHD) are inconclusive and may be confounded by other
dietary and lifestyle factors. Using the Diabetic Control and
Complications Trial (DCCT) database (n = 1,441), the nutrient
intake profiles of subjects were analyzed according to quartiles of
long chain omega-3 FA intake. Correlations between the
consumption of omega-3 FAs and saturated FAs to dietary variables
(kilocalories, saturated FAs, total FAs, sodium, cholesterol, and
fiber) as well as age, sex, exercise level, and tobacco use were tested
using Pearson Correlation Coefficients. Long Chain omega-3 FA
intake inversely correlated with consumption of calories (r = -0.16),
% of calories from total fat (r = -0.14, P<0.0001) and % of calories
from saturated FAs (r = -0.21, P<0.0001) and directly with dietary
fiber intake (g/1,000 kcal) (r = 0.20, P<0.0001). Compared with the
highest quartile in % of kcal omega-3 FA intake (mean 0.090 %
kcal), the lowest quartile (mean 0.00582 % kcal) consumed 8.3 g/d
more saturated FAs. In the DCCT database, long chain omega-3
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FAs (i.e., fish consumption) inversely correlated with an overall low
risk nutritional profile for CHD. In conclusion, these findings
provide evidence that the associations observed in studies
suggesting a benefit of fish or long chain omega 3 FAs may be due
to the convergence of higher fish intakes with an overall healthier
dietary pattern rather than a long chain omega-3 FA specific effect.
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Appendix 9
Audit of Hospitalized Patients at
LA County + USC Medical Center:
A Guide to Reforming the LA County +
Department of Health Services and Medicaid
by David K. Cundiff, MD
Abstract
Context: The LA County Department of Health Services (LAC +
DHS) and its principal funding source, Medicaid (Medi-Cal in
California), both face financial crises, threatening the care of the
medically indigent.
Objective: Evaluate the efficiency of delivery of acute inpatient
services on a teaching service of the LAC + DHS. Use the findings
to formulate a reform proposal.
Design:
An audit of the appropriateness of each day of
hospitalization of patients admitted to one internal medicine
teaching service.
Setting: Los Angeles County + USC Medical Center
Patients: One hundred and four patients admitted to an internal
medicine service in one month.
Interventions: The attending physician (DKC) evaluated each
inpatient's need for hospitalization daily. Days of hospitalization that
were not medically required were tallied and sorted into categories.
The average number of inpatient days per patient admission was
compared with the other 11 internal medicine teaching services.
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Main Outcome Measure(s): Number and percentage of medically
unnecessary days in hospital.
Results: Of 445 total patient-days in hospital, 125 (28%) were
unnecessary. Patients on this inpatient service averaged 5.1 days of
hospitalization compared with 6.9 average days for the entire 12team internal medicine service (26% less). Based on this audit, 44%
(266 / 607) of the inpatient days at the LA County + USC Medical
Center were medically unnecessary. Applying this rate of
unnecessary days of hospitalization to the six-hospitals in the LAC +
DHS, about $900 million in 1998 of acute care hospitalization costs,
including about $600 million per year billed to Medi-Cal, are
unnecessary.
Conclusions: A dysfunctional Medi-Cal reimbursement system
fosters inefficiencies in the LAC + DHS. Switching the LAC + DHS
to a health maintenance organization (HMO) would be cost effective
and would provide better medical care to more people.
Introduction
The Department of Health Services in Los Angeles (LAC +
DHS) has been in a continuous financial crisis since its opening in
the depression years of the early 1930s. Recently, the federal
government infused $250 million over the next two years to
temporarily avert what U.S. Department of Health Services Director
Tommy Thompson referred to as a "death spiral." Previously, LA
County voters passed an unprecedented property tax increase of
$168 million per year earmarked for trauma centers and emergency
services.1 To buy up to two years time before further cuts, LA
County Supervisors slashed $241 million, almost 10% of the LAC +
DHS annual budget, by closing 16 health centers and two of the six
hospitals.2, 3 David Janssen, the county's chief administrative officer,
said, "What it does is extend the cliff, but it doesn't solve the
underlying problem."3 As a health care union representative
described the situation, "There seems to be no operating plan for the
future between total disaster and business as usual."4
In 1995, the Clinton Administration began a $1.0 billion
bailout over five years which required that the LAC + DHS shift
substantial resources from inpatient care to out of hospital services.5
While receiving the bailout, California became the first state to
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participate in the “Disproportionate Share Hospitals (DSH)”
program of MediCaid.6 For hospitals with a high proportion of
indigent patients, this program raised the per diem reimbursement
for Medicaid patients to 150% of the cost of care.7 This extra money
was intended to compensate hospitals for treating large numbers of
uninsured people.8 The LA County Board of Supervisors negotiated
a special deal giving LAC + DHS Hospitals 175% of the cost of care
($3,957 per acute care day in 1998).7
In 1998, LA County + USC Medical Center posted a total
operating revenue of $939 million of which $286 million came from
the DHS program.7 Total operating expenses were just $667
million,7 leaving $272 million to offset shortfalls in outpatient
clinics and other health care services of the LAC + DHS. On the one
hand, the Clinton bailout conditions dictated that the LAC + DHS
markedly reduce inpatient census. On the other hand, a major
decrease in patient numbers at the Department’s hospitals would
have drastically reduced Medi-Cal revenue. While LA County has
cut the number of hospital beds it operates by 30% since 1995,5 this
has been principally due to competition for Medi-Cal patients from
private health maintenance organizations (HMOs) rather than
purposeful efforts to reduce the number of inpatients.
Despite the failure to restructure the LAC + DHS to operate
more efficiently, the Clinton Administration gave a second $1.2
billion bailout in 2000. Again, reorganization to achieve more costeffective care did not occur. Compounding the financial situation,
Tom Scully, chief of the Centers for Medicaid and Medicare
Services, calls the Disproportionate Share Hospitals program, "the
single biggest outrage I have ever seen in the history of government
finance"8 and plans to phase it out over the next few years. This will
further destabilize care of the medically indigent nationwide as
many States are already planning drastic reductions in Medicaid
services and access.
Enrollment in Medicaid insurance nationally grew by 7.7%
in fiscal year 2002,9 and Medi-Cal in the State of California
increased by 700,000 enrollees in the past year to 6 million10 and
continues to grow. About half of Medi-Cal patients live in LA
County, but fewer than 200,000 receive care through the LAC +
DHS. Since the mid 1990s, the California Department of Health and
429

Human Services has moved over 90% of Medi-Cal patients from
fee-for-service care to private HMOs.
The LAC + DHS is also responsible for the health care of
uninsured LA County residents. For years the number of uninsured
had been estimated by the Census Bureau at about 3 million,11 but a
recent study with a different methodology reported that about 1.7
million out of the 10 million LA County residents lack medical
insurance.12 Most of these people are employed or are dependents of
someone who works.
Each year the LAC + DHS serves a total of 800,000
patients5 of which about 600,000 are uninsured.13 Due to increasing
unemployment and fewer employers offering medical insurance,
more uninsured people are expected to seek medical care in LAC +
DHS facilities in the future.
The cost of operating the LAC + DHS hospitals is aided
greatly by about 1,300 post graduate physicians in training who
work 80 hours or more per week in various residency and fellowship
training programs. As of July 1, 2003, residency training programs
accredited by the Council for Graduate Medical Education, will
need to certify that residents work no more than 80 hours per week
and no more than 24 hours straight.14 With the current emergency
care oriented system, compliance with this new regulation may cost
the LAC + DHS tens of millions of dollars.
I became an attending physician in the Department of
Internal Medicine at the LA County + USC Medical Center in 1981.
From 1987 till 1995, I ran the Cancer and AIDS Pain Service.
Although this consultation service provided palliative care training
to the residents and hospice-type care to over 400 terminally ill
patients per year, it closed in 1995 in a round of cutbacks. The
Service was very effective in controlling pain, palliating symptoms
of advanced illness, and supporting patients in remaining out of the
hospital as much as possible. However, the effect of the Service in
reducing the hospital census cost LAC + USC Medical Center an
estimated $8 million per year (400 patients x 10 fewer days in
hospital x $2,000 / day in 1995). This experience and others in the
course of practicing in the hospital gave me the impression that the
administration allocated resources in a way designed to increase the
hospital census. This study was designed to investigate that
impression.
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After the closure of the Cancer and AIDS Pain Service, I was
assigned to supervise medical residents, interns, and students in
outpatient clinics, inpatient medical consultations, and in admitting
and caring for acutely ill inpatients. This audit of my internal
medicine admitting service for one month of 1998 examines the
frequency and cause of unnecessary acute-care hospitalization days.
Methods
I was assigned as the internal medicine attending physician
for one of 12 teams for one month of 1998. The team consisted of a
senior medical resident, a junior resident, two medical interns, and
two medical students. The housestaff were on call for internal
medicine admissions each fourth night and also had admissions
during the day. The housestaff presented new patients to me during
morning attending and teaching rounds. We also discussed all the
previously admitted patients on the service each day. I saw patients
upon admission and subsequently whenever indicated.
In the course of conducting daily medical attending rounds
and seeing each patient admitted by the team, I noted the status of
each patient and recorded whether acute-care hospitalization was
medically justifiable. At the end of the month, I sorted the
unnecessary days in hospital into categories.
To compare the average daily census of my team’s patients
with the average census of the 12-team internal medicine admitting
service, I consulted the hospital yearbook to find the average
number of days of hospitalization of patients on the internal
medicine service.
This audit did not influence any patient care decisions. It did
not involve any experimental diagnostic procedure or therapy.
Patient identities have been kept confidential. Consequently, the LA
County + USC Medical Center Bylaws did not require approval of
this audit by any of the regulatory committees of the hospital.
Results
Of 104 admissions (88 new and 16 previous to the first day
of the month) to the Cardinal C Team, 40 (38.5%) spent one or more
days in the hospital that in my judgment were not medically
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indicated (Appendix A). Table 1 categorizes the unnecessary days,
and Table 2 relates the total of medically unnecessary days on my
service to the rest of the department. Of the 12 internal medicine
teams, patients admitted to our team had one of the lowest average
durations of hospitalization (5.1 days versus 6.9 days for the entire
internal medicine service).
Discussion
Based on this audit of my inpatient service at the LAC +
USC Medical Center, medical care would be improved if the
average daily census was reduced from 771 to 432 inpatients (i.e.,
by 44% of unnecessary days, see Table 2). The average census for
all hospitals of the LAC + DHS could also safely be reduced from
1,777 to under 1,000. Paradoxically, instituting the kinds of
efficiencies that result in lower patient censuses would have reduced
the LAC + DHS reimbursement by over $600 million of the $1.4
billion received from Medi-Cal and Medicare in 1998 for acute care
in hospitalization.7 Net inpatient revenue from all sources for the
LAC + DHS in 1998 totaled over $2.1 billion.7 The
Disproportionate Share Hospitals program contributed over $700
million of this revenue.7
The high per diem Medi-Cal rate also largely accounts for
the allocation of about $900 million for a new 600-bed LAC + USC
Medical Center to be completed by 2006 or 2007. A more cost
effective alternative for the LAC + DHS would be to lease acutecare beds in private hospitals and use the money saved to provide
more health care services. Half of the 20,000+ acute-care licensed
hospital beds in Los Angeles County are empty, and LA County
private hospitals are expected to continue experiencing a high rate of
bed vacancies, closures, and consolidations.
Use of LAC + DHS Resources
According to LAC + DHS audits, over half of the 200,000+
emergency room patient visits per year at LAC-USC Medical Center
are for non-emergency problems that could more effectively be
handled in primary care clinics. It costs about three times as much to
provide primary care services in an emergency room compared with
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a primary care clinic. Tens of millions of dollars per year could be
saved in LAC + DHS emergency room expenses with more out-ofhospital services, including telephone access to clinic doctors
between visits for expeditious medication refills or assessments of
other problems.
In LA County and nationwide, up to half of inpatients in
public “safety net” hospitals are admitted because of drug or alcohol
abuse. The current financial incentives in the LAC + DHS favor
episodic crisis care over rehabilitation programs for these people.
Ironically, our patients' failures to maintain sobriety are financial
successes for LAC + DHS hospitals. For example, my team
admitted patient # 37 (Appendix A) in this audit four times in this
one month for medical complications of continued binge drinking.
Switching the incentives to favor rehabilitation and outpatient
treatment could free up resources to provide out-of-hospital care,
including addiction rehabilitation, for many more patients. For
instance, we do not need a 46-bed acute-care liver disease treatment
unit at Rancho Los Amigos Hospital, but we do need better
outpatient alcohol and drug rehabilitation programs to be more
accessible to our patients. In addition to learning to treat the medical
complications of drug and alcohol abuse, LAC + DHS physicians
need training in addiction medicine (i.e., drug abuse and alcoholism
rehabilitation).
High tech cardiovascular disease treatments consume
considerable LAC + DHS hospital and clinic resources. The LAC +
USC Medical Center has two state-of-the-art cardiac catheterization
labs and no cardiac rehabilitation program. Although a high fat, high
salt diet is known to predispose to cardiovascular disease, medical
students and physicians in training in LAC + DHS affiliated
programs have minimal training in clinical nutrition. Relatively few
LAC + DHS residents that I supervised knew what the commonly
prescribed diets contain or whether they work to control the
progression of diabetes, coronary artery disease, or other nutritionrelated conditions. Controlling costs and improving quality of care
requires that we train students, residents, and faculty to offer
cardiovascular disease risk factor reduction programs for treatment
and prevention of cardiovascular disease. Cardiac rehabilitation
programs need to be available as an alternative to invasive and
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expensive bypass procedures for treatment of coronary artery
disease.
A large proportion of LAC + DHS inpatient resources go to
treatment of patients with advanced cancer, AIDS, or organ failure.
After the closure of the successful Cancer and AIDS Pain Service at
the LAC + USC Medical Center in 1995, more terminally ill patients
have suffered more days in the hospital with poor palliative care
rather than in a supportive hospice environment at home or a skilled
nursing facility. I estimate that lack of access to hospice / palliative
care consultation led to 28% of the unnecessary days in this audit
(see Table 1). In each of the major training hospitals, we need
palliative care services.
The LAC + DHS residents currently receive over 90% of
their clinical training on the wards and intensive care units, leaving
less than 10% in the clinics. The Council for Graduate Medical
Education accreditation for internal medicine requires that one-third
of the training be in an outpatient setting. A LAC + DHS
reorganization that shifts much of the training from the acute care
setting to the clinic would help our physicians-in-training prepare
for the changing health care environment. By increasing the number
of primary care residencies in the LAC + DHS affiliated training
programs, there would no longer be any need to brutalize the
residents with up to 36 continuous hours on-call and 90+ hours per
week treating patients, reducing the cost of compliance with the new
Council for Graduate Medical Education resident work hour
guidelines.
The Managed Care Alternative
To avoid further cutbacks of medical care for the medically
indigent in Los Angeles, the dysfunctional system of per diem
reimbursement of the LAC + DHS by Medi-Cal should be changed
to a capitated managed care system. Private HMOs now treat over
90% of about 3 million Medi-Cal patients in LA County because it
is very profitable.15 Changing the financing method of the LAC +
DHS from per diem reimbursement to capitated funding would
allow the health care providers of the LAC + DHS to compete on
quality and cost effectiveness with private HMOs for Medi-Cal
patients. With a managed care system for the LAC + DHS, the over
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$900 million currently wasted on unnecessary hospitalization each
year could be used to greatly expand health care for LA residents by
providing much greater access to out-of-hospital services.
Since 6 million Medi-Cal patients in California cost about
$26 billion (i.e., about $4,300 per patient per year), the LAC + DHS
would need at least 800,000 Medi-Cal patients (about 27% of those
in LA County) to generate enough income to become economically
sustainable ($3.5 billion per year). If all new Medi-Cal patients in
LA County entered the LAC + DHS HMO, it would take 2 – 3 years
to reach 800,000. To accommodate this number of Medi-Cal
patients as an HMO, the LAC + DHS would have to radically
restructure its physician workforce and increase primary care
providers.
Funding the medical care for LA County’s 1.7 – 3 million
uninsured people will also be best done by switching to managed
care rather than relying on periodic federal bailouts. President Bush
has proposed to allocate $89 billion over the next 10 years in income
tax credits to assist uninsured people in obtaining medical
insurance.16 Since Republicans control the White House and both
houses of Congress, this proposal is likely to be enacted. With about
7% of the country’s uninsured, LA County stands to gain over $600
million per year in health care funds from this tax credit. . However,
unless LAC + DHS switches to managed care and offers prepaid
medical insurance, it has no way to collect any of this money.
Taking advantage of this tax credit with an affordable sliding-scale
insurance program for uninsured Angelinos could raise as much as
$1 billion per year.
Money saved from the efficiencies generated by a
restructuring of the financial incentives could be allocated to
providing better quality care for all patients served. No layoffs of
LAC + DHS health care workers or clinic closures would be needed
if these reforms were implemented.
Given these changes, the LAC + DHS could serve as a
model for the country in providing universal access to quality health
care at an affordable cost.
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Table 1. Unnecessary Hospital Days by Category
#
Delay in initiating chemotherapy
1
Lack of access to hospice / palliative
care consultation (e.g., poor pain control,
delayed “do not resuscitate” status
determination, etc)
2
Admission to hospital for an imaging
study (CT or MRI)
3
Admission to hospital or delay of
discharge to expedite a subspecialty
consultation
4
Unnecessary hospitalization due to
anticoagulation problems not handled on
an outpatient basis
5
Inadequate capability to monitor
diabetics as outpatients
6
Delay
in
obtaining
inpatient
echocardiogram
7
Delay in a medical subspecialty workup
8
Delay in performing surgery
9
Delay in access to visiting nurse referrals
on weekends and holidays
10
Delay in placement in a chronic care
facility due to social work problems
11
Medically discharged patients remaining
in hospital for psychiatric evaluation
12
Hospitalization for observation after an
outpatient procedure
13
Inadequate emergency room assessment
14
Total
Tot- Delay in initiating chemotherapy
al

10
35

8.0
28.0

2

1.6

7

5.6

5

4.0

2

1.6

6

4.8

21
14
2

16.8
11.2
1.6

15

12.0

2

1.6

1

0.8

3
125
10

2.4
100
8.0
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Table 2. Audit Totals
Patient admissions to Cardinal C Medicine (# new
admissions)
Total days in hospital
Total unnecessary days in hospital
Necessary days on Cardinal C (445-125)
Average stay in hospital Cardinal C Feb. 1998
Average patient stay in LAC+USC medicine service
1997
Estimated average acute days for 88 new patients
(6.9 * 88)
Estimated percent medically justified acute-care days
(341 / 607)

104 (88)
445 days
125 (28%)
341 days
5.1 days
6.9 days
607 days
56%
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Appendix A: Individual Cases
No.

Patient clinical synopsis

1

45-year-old woman with locally advanced unresectable
stomach cancer admitted for the fifth cycle of cis platinum
and 5-fluorouracil chemotherapy: The chemotherapy was
not begun until the second day of hospitalization.
67-year-old woman with a ten-year history of breast cancer
that was now in an advanced stage: She was admitted for
cellulitis of the chest wall which IV antibiotics controlled
after five days in hospital. The medical oncologists sent her
to have a Groshan catheter placed for intravenous access
for their anticipated third-line chemotherapy. Her disease
had advanced despite first and second-line chemotherapy
and radiation therapy. The issue of resuscitation had never
been discussed. When we told the patient that further
chemotherapy would be experimental (i.e., not proven to
increase longevity chances), she wanted to hold off and
discuss the issue with her family. This discussion and
decision-making process took two unnecessary days in
hospital.
(see #2 above) a 67-year-old woman with far advanced
breast cancer admitted from medical oncology clinic
because of increasing shortness of breath: She had been
recently discharged from our service after we documented
the “do not resuscitate” status. However, because we could
not arrange home hospice follow-up, the medical oncology
service readmitted her because of progression of tumorrelated symptoms. We ordered oxygen that palliated her
shortness of breath and discharged her after three days with
home hospice follow-up.
52-year-old homeless man who was admitted in early
January with suspected cancer: On that admission he
signed out of the hospital against medical advice before a
diagnostic procedure was done. He was readmitted the
previous month and had a bronchoscopic biopsy
diagnosing cancer and imaging scans showing widespread
metastases. The medical oncologists found no experimental
protocol that was suitable for his treatment. It took 13 days
to make a histologic diagnosis and do the imaging studies.
Discharging the patient to a hospice nursing home bed took
another three days. No more than 4 days should have been
required, so at least 12 days were unnecessary. Five of the
unnecessary days were during the month that I attended.
57-year-old man with polycythemia vera admitted from
Oliveview hospital for an MRI scan of the head and for
neurosurgical and hematologic consultation: At the outside
hospital, the patient had a CT scan that revealed a frontal
lobe mass consistent with a meningioma. His headache was

2

3

4

5

Unnecessary
Days
1

Category
See
Table 2
1

2

2

3

2

5

2

1

3

2

4
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6

7

8

9

controlled with acetaminophen. Obtaining an MRI scan as
an outpatient generally takes up to a month at the
LAC+USC Medical Center, so patients like him were
routinely admitted as inpatients to speed up the process.
Likewise, hematological and neurosurgical consultations
were sped up by admission to hospital. His three-day
admission was unnecessary. We discharged the patient to
have the remainder of the workup as an outpatient.
33-year-old Korean woman with previously diagnosed far
advanced stomach cancer: A biliary stent had been placed
on the previous hospitalization, but she remained jaundiced
with poor liver function (i.e., bilirubin = 8.2, albumen =
1.6). No DNR discussion was held on the previous
admission and no home hospice visiting nurse was sent to
the home. Because of the advanced disease, the medical
oncologists had no experimental protocol for which this
patient was eligible. Discussing end-of-life issues and more
aggressively treating pain would have improved quality of
life and obviated this hospitalization.
76-year-old woman admitted the previous month for chest
pain and palpitations: Cardiac catheterization showed no
significant coronary artery disease. She was found to be in
atrial fibrillation and treated with digoxin, heparin, and
Coumadin. The cardiology service transferred the patient to
the Cardinal C medicine service to have her continue
Coumadin and heparin until the protime was in the
therapeutic range. Given that the patient was chronically in
atrial fibrillation with no history of embolic events, four to
five additional hospital days would not be necessary. Her
Coumadin dose could have been adjusted as an outpatient.
45-year-old man with a 15 year history of type II diabetes
who was referred to the emergency room from nerve block
clinic because of polyuria and nocturia: Serum glucose in
the emergency room was 628 mg / dl and he was not
acidotic. With intravenous hydration his glucose dropped
to 327 mg / dl. The emergency room physicians admitted
the patient for adjustment of the medications for diabetes.
The absence of the ability to monitor diabetics with daily
outpatient clinic visits made hospitalization the safest
option for the patient. By the time the patient arrived on the
hospital ward, he no longer had polyuria and nocturia. We
discharged the patient on the second hospital day with a
clinic appointment in two days.
40-year-old man admitted with severe hypertension, a
systolic murmur, and fluid overload of uncertain etiology:
An echocardiographic study was requested on admission.
Pleurocentesis showed a transudate. Twenty-four hour
urine showed over four grams of protein and the serum
albumen on admission was 1.9. After diuresis and control
of the blood pressure, the serum albumen increased to 3.3
gm / dl and the urine protein dropped from 300 mg / l to 30
mg / l. The diagnosis of the apparent congestive heart

5

2

3

5

2

6

6
14

7
8
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10

11

12

failure depended on the echocardiogram in this man with
no prior history of coronary artery disease. The
echocardiogram was finally done nine days after admission
and showed critical aortic stenosis. The patient waited a
further 14 days for a bed to open on the cardiology floor so
that he could be transferred for cardiac catheterization and
valve replacement surgery.
75-year-old man admitted with rectal bleeding and a chest
X-ray suggestive of metastatic cancer: After a colonoscopy
revealed no evidence of colon or rectal cancer, the patient
underwent a CT guided biopsy of his lung. When this
revealed malignancy, we requested an MRI scan to
evaluate low back pain and complete a search for the
primary cancer site. This could not be done until the next
day causing a delay in hospital discharge. Scheduling an
outpatient MRI takes three to four weeks and this would
have seriously held up possible palliative radiation therapy.
46-year-old woman admitted because of increasing
shortness of breath, cough, and chest pain: The patient had
been admitted twice the previous month with shortness of
breath from a pleural effusion that was drained and found
to be malignant. She received no analgesics on discharge
from that admission although meperidine and
acetaminophen had been used in hospital for chest pain
from the cancer and the chest tube. No visiting nurse had
been ordered to monitor the patient’s symptoms from the
cancer. She was admitted to my service from medical
oncology clinic with cancer-related symptoms out of
control. We began the patient on morphine sustained
release (SR) 15 mg q12h and hydromorphone 2 mg q2h prn
breakthrough pain. Chest pain, persistent cough, and
shortness of breath were all well controlled. We discussed
the diagnosis and prognosis with the patient and her
significant other. They agreed to a “do not resuscitate”
status. We discharged her with visiting nurse association
follow-up.
The previous failure to refer her to home
hospice follow-up and treat the cancer-related symptoms
led to this unnecessary hospitalization.
(see #11 above) 46-year-old woman with metastatic
carcinoma causing a malignant pleural effusion readmitted
for out of control pain and shortness of breath: On the
previous discharge from our service, we had requested
home hospice follow-up and written titration orders for the
pain medication. She had nausea with the hydromorphone
and at times could not take the oral prochlorperizine. The
visiting nurse had not increased the morphine SR. The
nurse told her to go to the emergency room for treatment of
the pain and breathing difficulties. My team titrated up the
morphine SR to 60 mg q12h and changed the breakthrough
opioid to regular morphine instead of hydromorphone. We
ordered prochlorperizine suppository for nausea not
controlled with oral prochlorperizine. All of these changes

1

3

2

2

2

2
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are routinely done on an outpatient basis by hospice
programs. We requested a different hospice program on
discharge.
(see #11 and #12 above) 46-year-old woman with
metastatic carcinoma causing a malignant pleural effusion
now admitted electively for chemotherapy: The medical
oncologists requested that we ask the pulmonary service to
do a bronchoscopy to rule out primary lung cancer before
beginning chemotherapy. The pulmonary service requested
that we ask the surgery service to insert a chest tube to
drain the pleural effusion before considering a
bronchoscopy. The surgery resident attempted to insert the
chest tube with only local anesthesia and no opioid
premedication. The resident could not locate the pleural
space and the patient was unable to tolerate further
attempts due to pain. She was not willing to have further
attempts at chest tube placement, but agreed to the
experimental chemotherapy protocol. The chemotherapy
was delayed for six days.
18-year-old woman with a three-week history of
intermittent epigastric pain associated with nausea and
vomiting: The patient had been noted in clinic to have a
marked eosinophilia. Over three successive days with
leukocyte counts of about 18,000, the percentage of
eosinophils went from 15 to 33 to 51. The clinic physicians
considered the diagnosis of eosinophilic gastroenteritis and
admitted the patient for evaluation. Two days before
admission, the patient’s symptoms had resolved. As
recommended in the literature for this syndrome, we
suggested that the patient eliminate meat, dairy and eggs
from her diet. We consulted the gastroenterologists who
could not schedule an endoscopy for at least two days. We
discharged the patient with an outpatient appointment for
upper endoscopy.
54-year-old man admitted with increasing symptoms of
brain metastases from lung cancer: About two weeks
before this admission, the patient had been diagnosed with
far advanced lung cancer with multiple brain metastases
and begun on whole brain radiation therapy. He was
bedridden,
with
incontinence,
headache-requiring
morphine, and altered mental status. A visiting nurse not
from the hospice program had been seeing the patient at
home. The “do not resuscitate” status had not been
discussed with the patient or family. Because of agitation
and pain, the radiation oncologists admitted the patient. We
continued symptomatic treatment including morphine,
steroids, and tranquillizers. The patient was too confused to
communicate. His wife and daughter agreed to a “do not
resuscitate” status and a palliative approach. The patient
died in hospital three days later. With appropriate hospice
care instituted on the previous admission, The patient could
have been cared for by his family at home or in an inpatient
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1

2

8

3
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hospice.
46-year-old man with a recently diagnosed liver cancer of
unknown cell type: For the two weeks before admission, he
felt an increasingly large and painful mass in the right
upper quadrant of his abdomen. One week before this
admission at an outside hospital, a CT guided fine needle
aspirate was done, showing a liver malignancy. About two
days before admission, he was referred to USC for
interpretation of the pathology and management of his
cancer. He received no analgesics for the cancer pain
before he arrived on my service. He rated his pain at 10 on
a 0-10 scale. Initially morphine SR 15 mg q12h and
hydromorphone 2 mg po q2h prn were given. We
subsequently titrated the dose to morphine 60 mg q12h and
hydromorphone 4 mg po q2h prn. The pain became well
controlled. He arrived late on a Friday with incomplete
information. Arranging a core biopsy through a tumor
surgery consult was delayed until the following Friday. We
then discharged him pending results of the biopsy.
The inpatient days would have been avoided with
proper pain management before admission and doing the
biopsy as an outpatient. He had eight unnecessary hospital
days, one to control pain (#2) and seven due to the delay in
doing the biopsy of his tumor (#9).
(see case #16 above). The patient readmitted because of
cancer pain out of control due to not receiving his opioids
on discharge from hospital:
The pharmacy has a special area for preparing and
dispensing opioids and was supposed to coordinate the
distribution of narcotic medications with other drugs.
However, occasionally patients being discharged from the
hospital receive only their non-opioid medications because
of pharmacy’s lack of coordination. Due to short nursing
staffing on the wards, the nurses no longer receive the
medications from the pharmacy to give to the patient along
with an explanation of how to take them. Over several
years, I have previously written several memoranda to the
administration about this problem.
(see case #16 and #17 above): On the first admission, my
team requested a core biopsy of the abdominal tumor. We
found that the radiologist did a second fine needle aspirate
instead. A repeat biopsy required a readmission to the
hospital because the radiology protocol calls for a fourhour observation period after the biopsy. Unlike
community medical centers, the LAC+USC Medical
Center has no capability to do this necessary observation
on an outpatient basis.
38-year-old man with severe osteomyelitis of the right foot
requiring amputation: The patient was transferred to my
service for medical clearance before the surgery. We
cleared him for surgery on the same day. He remained on
my service waiting for operating room time for three days.
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54-year-old Korean man with end-stage liver cell cancer
admitted because of abdominal pain out of control: He had
been diagnosed by biopsy three months before and had had
several hospitalizations for symptom control. The last
hospitalization was about ten-days before this admission.
In the previous admission, he had abdominal pain and an
unsuccessful paracentesis (i.e., abdominal fluid drainage)
attempting to relieve asites pressure. The previous doctors
gave him no pain medication except plain acetaminophen
to take home. They avoided a discussion of resuscitate
status. The previous physicians did not order the visiting
nurse home hospice program to follow-up on discharge.
My team and I controlled the patient’s pain with morphine.
We spoke with the patient and his family about the
diagnosis and prognosis, and they agreed to DNR status
and home hospice follow-up. The Medical Oncology
Service that took charge of his care should have previously
performed these tasks.
61-year-old man with hypertension, diabetes, congestive
heart failure and atrial fibrillation admitted because of an
excessive Coumadin dose: He had been discharged from
LAC+USC Medical Center the previous month on several
medications including Coumadin 15mg qd. He was to
return to anticoagulation clinic for regulation of the
Coumadin dose. He could not pay the $54 for the clinic
visit so he didn’t go to clinic. The financial barrier to clinic
access prevented care that would have avoided this
unnecessary hospitalization. The chief of the cardiology
anticoagulation clinic advised us to stop the Coumadin
until the patient received Medi-Cal insurance to cover
appointments.
34-year-old man with advanced small cell carcinoma of the
lung: He was admitted with poorly controlled pain and
increasing swelling of his neck and face consistent with
superior vena cava syndrome (i.e., tumor blocking the
veins draining the upper part of the body). He had initially
responded but then had tumor progression while on first
and second line chemotherapy. The oncologists had held
chemotherapy treatment for the previous two months.
Medical oncology doctors had done no “do not resuscitate”
discussion with the patient. No hospice visiting nurse
consultation had been ordered to assist with pain and
symptom control on an outpatient basis. My team arranged
for him to receive radiation therapy on the first and second
hospital days, Friday and Saturday. Increasing the
morphine and hydromorphone and adding Decadron
controlled his pain. Because we could not order visiting
nurse follow-up to begin at his home on a weekend, we
delayed discharge until the following Monday morning.
Woman on a psychiatric hold for being a danger to herself,
admitted to medicine with mild congestive heart failure and
hypertension: Medications controlled the hypertension and
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congestive heart failure so that she was medically
discharged on the third hospital day. We placed her on a
list to be transferred to a psychiatric facility. However, she
remained in hospital an extra day because of the delay in
transfer to the psychiatric hospital.
33-year-old man admitted with alcohol intoxication and
gastritis:
Abdominal pain resolved and my team medically
discharged him. However, the social work department took
another two days to place him in a Salvation Army
rehabilitation center.
55-year-old man readmitted to my service for a
bronchoscopy with biopsy: A lung mass, suspicious for
cancer, was noted on chest X-ray six-months previously,
but the patient did not return for follow-up. One week
before this admission, the patient had been hospitalized for
evaluation of upper and lower extremity weakness and
numbness. We found that he had a mediastinal mass and
cerebellar mass, suggestive of metastatic disease.
Bronchoscopy for tissue diagnosis could not be scheduled
for four days, so we discharged him. We had to readmit the
patient on the day of bronchoscopy because the pulmonary
department has no capacity to observe patients on an
outpatient basis for four to six hours after a procedure.
Managed care private hospitals are able to observe patients
without admission after an outpatient procedure.
52-year-old man admitted for a diabetic foot infection:
After nine days of antibiotics and orthopedic evaluation, he
was ready for discharge. We called the social work service
to arrange placement in a nursing home on a Friday.
Because of difficulty in expediting Medi-Cal insurance, the
discharge was held up for three days.
65-year-old man transferred to my service from the
cardiology floor after a ten-day hospitalization to treat
congestive heart failure: He had been scheduled to undergo
a below knee amputation of his left leg by the orthopedists.
The shortage of operating room time necessitated a fourday stay until he could have his surgery.
55-year-old man admitted electively for chemotherapy for
small cell lung cancer: The oncology consultants delayed
the chemotherapy.
53-year-old admitted with right-sided upper and lower
extremity numbness of three days duration: Head CT scan
showed no lesions. The patient was under tremendous
emotional and financial stress. A psychiatric consult was
called to assess for a conversion reaction and depression
He could not be seen by psychiatry until the third hospital
day.
58-year-old woman admitted for severe microcytic anemia
due to gastrointestinal blood loss: The patient had two units
of packed red blood cells which resolved her weakness and
dyspnea on exertion. Upper and lower endoscopy was
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delayed. The hospital chart got misplaced in the endoscopy
suite over the weekend, so the patient remained in hospital
awaiting the results. The gastroenterologists did not
respond to pager calls.
Woman admitted with a history of melena and
hematemesis for four days: The patient did not require
blood transfusion (Hct = 26) and had no active bleeding on
admission (stool = guiac -). Cimetidine controlled her
epigastric pain. The upper endoscopy was delayed.
45-year-old homeless man admitted with a one-week
history of severe low back pain: We treated him
conservatively with bed rest and analgesics and his pain
progressively decreased. Since physical therapy and social
work services are essentially unavailable on the weekends,
we planned a Monday morning discharge after evaluation
by these two services. The discharge was delayed until
Tuesday.
63-year-old man electively admitted because of a painless
pancreatic neoplasm previously found on CT scan in the
Philippines: Review of the outside CT scan showed a large
pancreatic mass most consistent with a microcytic
adenoma. The patient was considered resectable since the
radiologists saw no metastatic disease. Symptomatic type 2
diabetes mellitus was controlled with Glyburide. An
attempted fine needle aspirate of a neck mass was
unsuccessful. We found his thyroid function to be normal.
We discharged the patient with a follow-up appointment to
surgery to have the mass resected. All of this evaluation
could have been done on an outpatient basis.
52-year-old man admitted for a diabetic foot ulcer that was
found not to be involving the bone: He was ready for
discharge to a nursing home on oral antibiotics nine days
later. Due to lack of social work placement services on the
weekend, his discharge was held up for four days. At that
point the patient decided against nursing home placement.
66-year-old man found down and admitted with acute renal
failure requiring dialysis: He subsequently developed
pseudomonas sepsis from a urinary tract infection requiring
two weeks of IV antibiotics. Once the patient was
stabilized, we found him to be demented and psychiatry
confirmed a diagnosis of Alzheimer’s disease. He was
ready for nursing home placement after 23 days of
hospitalization, but the lack of weekend social work service
delayed his discharge for four additional days.
Woman with an exacerbation of her 30+ year history of
epigastric pain:
She was hemodynamically stable with a hematocrit of 25.
Pain was controlled with lansoprazol. Upper endoscopy
was delayed and showed a 5 mm x 8 mm pyloric ulcer.
A man admitted for the fourth time during this month to
my service for alcohol intoxication: He was ready for
discharge after two days in hospital for treatment of
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dehydration and gastritis pain. The social work service
delayed the discharge an additional day while arranging
alcohol rehabilitation facility placement.
HIV+ patient admitted with a 10-day history of nausea and
vomiting and abdominal pain: He reported no bowel
movements for the three days before this admission. He
had no fever or dehydration. Abdominal X-ray showed
only copious stool. The patient’s symptoms resolved when
laxatives produced large bowel movements. The primary
care physician or emergency room doctor should have
diagnosed and treated this condition.
23-year-old man with a past history of aortic valve
replacement admitted with diarrhea followed by nausea and
vomiting over a four-day period: One week before this
admission, the patient received erythromycin for bronchitis.
His cough with sputum production and fever and chills
resolved before his gastrointestinal symptoms began. By
the time that the patient arrived on the ward, his
gastrointestinal symptoms had resolved. They were
attributed to the erythromycin.
52-year old man with a massive thalamic bleed due to
Coumadin transferred from the medical intensive care unit
in a chronic vegetative state: The family agreed to a “do
not resuscitate status” while the patient was in the intensive
care unit. He was still receiving hemodialysis, but the
family wanted to have this discontinued soon after he was
transferred to my service. The patient remained on my
service for eight days and died on the day after I left the
service. Nursing home hospice care would have been more
appropriate for his condition than continued acute-care
hospitalization.
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Appendix 10
A Dialogue With Health Experts
About Doctor Managed Care
#1

Conservative-libertarian Health Policy Analyst

Comment: I have read Chapter 24 a couple of times (ed: a previous
version) – not closely, I acknowledge - and parts of it three
or four times. I must tell you that it leaves me with a lot of
reservations. Doctor-managed care probably is better than
what we have now, but I wonder why patient-managed care
isn't even better.
Reply: Since patients choose their PCPs and PCPs determine the
tests and treatments that are covered by insurance, Doctor
Managed Care is as close as is feasible to patient managed
care. Additionally, all out-of-pocket spending is patient
managed (i.e., for the tests and treatments not authorized for
full or partial insurance payment by the patient-chosen PCP,
averaging $850 per person). Out-of-pocket spending could
be through tax-deductible medical savings accounts.
Q:

Am I correct in understanding that no deductibles or copayments would be required of patients, even for visits to
their primary care physicians?

A:

Each PCP would be free to determine his / her own policies
regarding deductibles or co-payments for tests and
treatments and other services other than primary care
services. Each PCP’s income should be limited to the
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capitated fee from the health services payments
administrators and not including additional payments out of
patients’ pockets. Each patient would be free to research the
insurance funding policies of their local PCPs and choose
one accordingly—we’re talking “free market.”
Comment: I am neither an economist nor a doctor, but I know from
personal observation that people will make unnecessary trips
to doctors if they are free.
Reply: True. The RAND Corporation insurance experiment in the
1970s showed that people who received completely free
medical care used much more. For poor people that led to
better health. For people with average incomes it did not
improve health and led to increases in worry, pain, and
activity limitations.1-3
Currently, government or insurance company bureaucrats
determine which medical services are free (covered by
insurance), which require deductibles or co-payments, and
which are not covered at all. With Doctor Managed Care, the
PCPs would make all those decisions. Who will be better in
stopping unnecessary trips to the doctor—bureaucrats or
PCPs?
Comment: How much to charge, or what to do about the indigent,
are legitimate matters for public-policy consideration, but
somehow a value must be imputed to medical care.
Reply: The question is, “who imputes the values for each of the tens
of thousands of categories of medical care services?” Should
it be the categorical approach of bureaucrats (e.g., a colon
cancer surgery pays the surgeon $5,000 and the hospital
$10,000, according to Medicare’s “Diagnosis Related
Groups”) or the approach of competition between specialists
(on quality and cost) to win referrals from PCPs?
Q:

Does a doctor with a clientele that is coincidentally
exceptionally healthy wind up with more money at the end
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of the year than a doctor with a clientele coincidentally made
up of non-elderly, non-handicapped people with bad habits?
A:

(The risk-rating aspect of Doctor Managed Care was revised
in response to this and other similar comments of experts.)
No. The total reimbursement from the health service
payment administrator for the 1,000 patients, with overall
average risks, would be $5,750,000 ($5,750 per patient in
2007 x 1,000 patients = $5,750,000) of which 5% or
$288,000 would go to the PCP. With 1,000 completely
healthy patients with no medical diagnoses and no previous
sickness care costs, the total reimbursement would be only
$2,000,000 ($2,000 per healthy patient x 1,000 patients =
$2,000,000). In this extremely improbable case, the PCP
would receive only $100,000 gross ($2,000,000 x 0.05 =
$100,000) and $50,000 net (about 50% of the gross).

Q:

Also, early in the chapter, you wrote that a goal should be to
"compensate all or nearly all of those disabled by injury or
illness for their economic damages whether caused by
negligence or incompetence or not." Do you mean this as a
resolution of workers' compensation questions, or is this
supposed to apply generally?

A:

Differentiating between injuries and illnesses and disabilities
caused by medical malpractice versus those cause by bad
luck or poor lifestyle choices frequently proves to be difficult
(e.g., birth trauma leading to severe permanent disability).
Consequently, I said to, "compensate all or nearly all of
those disabled by injury or illness for their economic
damages whether caused by negligence or incompetence or
not." This is to avoid having a lot of the indemnity money
going into the legal system to sort out which adverse health
events are and are not malpractice related.
In this country, we now have three overlapping disability
insurance programs—workers’ compensation, Social
Security Disability, and private disability insurance.
Incredible amounts of money in each of these systems go to
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overhead and waste. I think that it would be better to roll it
all into one system of basic disability insurance protection
through each person’s PCP. High earning individuals could
purchase additional private insurance to protect their
incomes. (I revised the malpractice reform section of Chapter
24 after receiving this question.)
Q:

That is, if I become a heroin addict and consequently disabled,
do I get compensated?

A:

That would depend on the policies of the individual heroin
addict’s PCP. Currently, the most expensive heroin-related
disability is probably HIV-AIDS. My guess is that PCPs
could probably keep AIDS patients working longer and more
productively than government bureaucrats. For instance,
current disability programs often have financial disincentives
to returning to part time or full time work on a trial basis. I
know an AIDS patient on disability who has wanted to return
to part time or full time work for the past 10 years but has
not because of the fear of losing his disability income. Each
PCP and his / her patient population would have incentives
to avoid excessive or unwarranted disability payments to
people. PCPs would be judged by how well they balance the
needs of individuals and those of their populations of
patients.

#2.

A Senior Economist at a Left Leaning Policy Think Tank

Comment: I guess I remain a big fan of single-payer because of its
proven efficiencies.
Reply: In my first book on health care reform, The Right
Medicine—How To Make Health care Reform Work Today
(Humana Press 1994 with co-author Mary Ellen McCarthy),
we advocated a single-payer plan. For the first 7 ¾ years out
of 8 years of writing this book, single-payer was the
financing plan. Chapter 24 was titled, “Doctor Managed
Care—A Market Based Single-Payer Plan.” A health policy
expert argued against me advocating a single-payer system,
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saying that political support in Congress and elsewhere is at
a 40 year low. Aside from his view or the current polls, I’ve
found that half the audience stops listening once the reform
plan is pigeon-holed as “single-payer.” The term is
polarizing. Additionally, the Physicians For A National
Health care Program (PNHP) leaders claim that their form of
“single-payer” (currently “Medicare for all;” formerly
Canadian-style single-payer) is the only one. Consequently,
without changing the design of Doctor Managed Care at all, I
dropped the single-payer characterization.
You might say that it is one-half single-payer in that the
government collects and distributes the money through
health service fees paying companies—not insurance
companies. However, unlike Medicare or the British or
Canadian single-payer systems, the government would have
no role in determining what is and is not covered by
insurance for individual patients. The primary care physician
would have that role exclusively. That is why Doctor
Managed Care is a “300,000 payer” system.
As far as the proven efficiencies of the PNHP "Medicare for
All" single-payer proposal,4 they claim that it will save about
$200 billion out of $600 billion going to administration
(2007 estimates). I estimate that Doctor Managed Care
would save $400 billion in bureaucracy, because primary
care physicians would administer the funds, not government
or insurance company bureaucrats. Additionally, the PNHP
proposal does not address the run away inflation in medical
technology costs or shift funds from ineffective tests and
treatments to prevention. In this context, the PNHP singlepayer proposal, "Medicare for All," cannot be termed
“comprehensive” reform.
If you like, you can call Doctor Managed Care a single-payer
system, although I won’t call it that because I want
conservatives to analyze it without prejudice. The
government collects all the money and pays all the bills for
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health care services through private administrators. The
PCPs determine what is paid, so I call them the payers.
Comment: I am skeptical of any government system that allocates
fees based on risk-rating (ed: i.e., determining the PCPs’
payment for each patient according to the health risks of that
patient), since I think the private sector will game any riskrating system. (I'm a strong believer in the effectiveness of
the private sector; they will be much more effective at
gaming than government regulators will be in preventing
gaming.)
Reply: (The risk-rating aspect of Doctor Managed Care was revised
in response to this and other similar comments of experts.)
Insurance companies are pretty good at risk-rating people
who want to buy insurance. Age, sex, medical diagnoses, and
cost of previous sickness care are the main determinants
predicting future costs. The only way a PCP could game the
risk rating system would be to falsify the medical diagnoses.
Patients having access to their computerized medical records
and medical specialists consulting on the patients would
serve as a check on this possibility.
Comment: I also think that there are other very fundamental things
about our health care system that must change. We must
reform the system of financing research into pharmaceuticals
and medical equipment. The patent system might have been
great for the feudal guild system, but it doesn't work very
well in the 21st century.
Reply: You are right. I address excessive drug costs in several ways.
Many of the expensive patented drugs aren’t safe and / or
effective and should not be prescribed. Since the PCPs
would control whether drugs are covered by insurance and
since PCPs and patients both have financial incentives to
conserve on tests and treatments, the tendency would be to
shift more to generic medications and alternatives to drugs.
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The United States spends about six cents of every health care
dollar on medical research. But it spends only one-tenth of a
cent of every dollar on longer-term evaluation of which
drugs and treatments work best at the lowest cost.5 With
Doctor Managed Care, rather than academic specialists,
government scientists, and industry experts determining all
medical research priorities, PCPs would play a much greater
role in allocating the approximately $45 billion in
government-sponsored research.
Comment: We also have to bring doctors' pay more in line with
what they get paid elsewhere in the world. The United States
cannot expect to pay its doctors twice as much as they
receive anywhere else and expect to maintain a competitive
economy.
Reply: I agree. By having medical specialists compete with each
other for referrals from the PCPs, Doctor Managed Care
would reduce specialists’ costs and dramatically decrease the
time that specialists spend on paperwork. It will help correct
our current imbalance between PCPs and specialists.
Relative to other highly trained health care workers, PCPs
are now considered by most to be underpaid. They would
receive about the same income as now, averaging $144,000
per year.
Comment: On doctors' pay, I would leave it to the market. Let's get
rid of the protectionist barriers so that smart Chinese and
Indian doctors can compete on an equal footing with U.S.
doctors (if competition is good for auto workers and textile
workers, it should also be good for doctors). If that leaves the
pay at $144,000 that's fine by me, but my guess is that it
probably will not be much more than half this amount.
Reply: About 25% of licensed U.S. physicians are foreign medical
graduates. I know of no data that suggests that they receive
less pay than American trained doctors. I think that the
excessive income of specialists (averaging over $200,000 per
year) is a problem, especially when we have too many
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specialists and not enough PCPs. Also, specialists perform
almost all of the tests and treatments that don’t work that I
described in Chapters 3-7 and 9-19. The competition
between specialists for PCP referrals and the PCPs’
oversight of patient care by specialists with Doctor Managed
Care would bring specialist compensation down by the
appropriate use of market forces. In return for earning less
money, medical specialists would no longer be expected to
work 60-100 hours per week as many do now. This would
make medicine a more attractive career for many of them.
#3.
Physician health policy expert on the faculty of a school
of public health:
Q.

On what basis do PCPs decide what is warranted and what is
not?

A.

That will be up to them. But they must inform current and
prospective patients about what is and is not covered of high
costing health care services.
The reason we have so many unnecessary tests is that
our randomized controlled clinical trials are seriously
flawed, primarily because of poor generalizability. A
recent meta-analysis would have almost ever adult
over age 40 taking statins.6 What is going to be the
basis for the good judgment that PCPs will use?

A.

Regarding statins, the PCPs could refer to my arguments in
Chapter 5 and declare that no cholesterol lowering pills
would be prescribed for his / her patients but that
cardiovascular risk reduction programs would be covered in
full. He / she could have a policy of prescribing statins to
patients uninterested in lifestyle changes but not covering the
cost. Or he / she could have a policy of recommending all
adult patients over 40 to be on statins and paying for it.
Based in part on published coverage policies (on the Internet
and elsewhere), patients could choose their PCPs, realizing
that PCPs that overspend on drugs and sickness care have
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much less left for their patients’ health promotion /
compassionate care needs.
Comment: Right now doctors are overly influenced by flawed
evidence, detailing, kickbacks, and MD investments in drug
and device manufacturing companies (I don’t know if there
is evidence about the latter, because it seems to be an
invasion of privacy to ask people about their investments).
Reply: Having PCPs be the insurance companies and giving patients
a financial incentive to avoid unnecessary tests and
treatments should help to stop those kinds of abuses.
Comment: The issue of prevention: Right now, much of the excess
use is what falls under the rubric of prevention (early
detection). I don’t think that you mean to include this as
prevention, so you need to make it clear that you are talking
about primary prevention of the occurrence of illness.
Reply: Chapter 13 relates to PSA screening and prostate CA
treatment, Chapter 14 deals with mammography. In the next
edition, I will address screening colonoscopy versus stool
hematests and Fosamax and other bone fracture prevention
drugs. I think that these tests and treatments are not
evidence-based and wouldn’t cover them, but I don’t
presume to be everyone’s doctor.
Q.

Making PCPs liable for the actions / errors of specialists and
the drug and device industry: I can’t imagine anyone going
into primary care under these conditions. Why not set up a
pool into which PCPs, specialists and manufacturers
contribute, with the latter paying relatively more than the
former?

A.

The medical malpractice issue is a hard one (Chapter 23).
My solution is predicated on the following:
•

Major adverse events occur in 3-4% of
hospitalizations
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•
•
•
•

•

•

•

•

Malpractice occurs in about 1% of
hospitalizations
In about 80% of malpractice trials, the
physician wins
A significant number of non-meritorious
cases are compensated anyway.
With the current system, compensating all
victims of malpractice would cost over $1.1
trillion per year given that we now pay 3% of
victims
Much of the compensation for medical
malpractice goes for future medical care,
which is already covered with Doctor
Managed Care.
Only a little more than 40% of malpractice
insurance goes to compensate victims of
malpractice.
The total economic costs of malpractice is
about $10 billion and the total economic costs
of adverse outcomes due to medical tests and
treatments not from negligence is about $30
billion. Our tort system costs nearly this much
now.
By all accounts, the current tort system for
medical malpractice and product liability does
not reduce malpractice or unsafe products.

Using the legal system to divide adverse outcomes into
malpractice and just bad luck is a costly failure. Since the
current system neither compensates many malpractice
victims nor effectively discourages malpractice, a no-fault
system administered by the PCPs would be better. Out of the
health promotion / compassionate care funds, the PCPs could
compensate all victims of adverse medical outcomes.
Specialists would be more effectively discouraged from
making errors by losing PCP referrals than by the vagaries of
the tort system.
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Regarding product liability: Do we really want
adverse cardiovascular outcomes associated with
Vioxx compensated by $264 million per case? The
consumer pays that money not the drug company
executives or the scientists who hid the studies.
Guided by a panel of advisors, PCPs, with additional training
in this area, could do a better job than courts and attorneys in
fairly compensating people for economic losses and pain and
suffering.
Comment: You imply that government medical care programs have
high administrative expenditures. In fact they are MUCH
lower than in the private insurance market. So instead of
saying that ‘Private insurance plans have fared no better than
government medical plans”, it is more accurate to say that
“private insurance plans are particularly unable to control
administrative costs.”
Reply: I see your point but wonder if it is an important distinction.
Even though Medicare administrative costs to the
government are only 2-4% or so, about 30% of Medicare
funds are wasted on unnecessary services according to the
study of Fisher and colleagues.7, 8 Also, providers pay a lot in
administration in order to collect Medicare payments.
Comment: You state that the Democratic Leadership Council has a
‘similar vision’ to Dr. Rex Cowdry’s (ed: unofficial health
care
advisor
to
the
Bush-Cheney
presidential
campaign). While I agree that there is not much difference
between the Democratic establishment and the Republican
establishment, the fact that Cowdry’s explicit focus on the
‘market’ (which is a focus on big industry and its power, and
not on the market as you think of it) makes it different than
you quote from the DLC. It may be that you do not want to
be very explicit about what keeps our health system the way
it is (profit-making big businesses in insurance, medical
device manufacturing, pharmaceuticals, and medical
academia)!
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Reply: You are right that I don’t want to focus too much on blaming
one side or the other in the polarized political debate. I
purposefully tried to call attention to the similarities in the
visions of the different factions. I believe that both sides
want a better system and are willing to compromise.
Comment: Your thought that medical specialists would gravitate
towards primary care is a bit scary, as they are not trained for
it. Specialists trained in the hospital will be poor primary
care physicians, because they will overestimate the
likelihood of severe illness in their patients and greatly
overuse services. Remember that the likelihood of a positive
test being truly positive is of the order of one in a thousand
in the community, one in 50 in primary care practice, and
one in three in a hospital based specialty clinic, so that
training in a hospital is very bad training for a primary care
physician!
Reply: My entire 25 years in training and practice was as a hospital
based specialist, PCP, teacher, and researcher, so I know
what you mean. However, we will need many more PCPs to
keep a ratio of about one to 1,000 patients. Nurse
practitioners and physician assistants will help a lot. New
medical graduates would gravitate more toward primary
care. In some situations it may be appropriate for specialists
to serve as PCPs. For example, nephrologists (kidney
specialists) might do well as PCPs for kidney dialysis
patients. Gerontologists (specialists in older patients) may
serve as good PCPs for seniors and people living in nursing
homes. While there would be some difficulties in the
transition, they would work out over time.
Comment: You states that poor practice will lead to greater costs
later, but only if the patient stays with the same PCP. In your
proposed plan, patients can change at any time so that
another physician might be penalized for the physician’s
poor practice.
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Reply: Whenever it does happen, the risk-rating system should make
it fair to the new PCP and his / her patients who would
assume the cost.
Q.

How can we increase the number of general practitioners?
Medical academia is not at all interested in this, as their
wards are staffed by specialist trainees. We cannot do
anything about the number of GPs without incentives to
medical academia. What do you suggest?

A.

At this point, I believe that most internists and many
pediatricians go on to specialize because primary care is
harder work and pays less than practicing in a specialty. The
“hassle factor” of paperwork and calls for authorizations for
medications and specialist referrals add considerable stress to
PCPs. Time pressured appointments also means more
pressure and less job satisfaction for primary doctors. Doctor
Managed Care would reduce the incentives to specialize,
give PCPs more training in evidence-based medicine, allow
them to devote more attention to each patient, and provide
more personal time for family and outside activities. It
would be a very good deal for PCPs that would attract more
excellent physicians to primary care.

Comment: You say that PCPs would be the insurers. I think you
really do not intend this meaning.
Reply: Yes, as explained above. Someone has to decide what tests
and treatments are and are not covered. Unless we take that
role away from the government and insurance companies,
there will be no effective health care reform. The alternates
are (1) the government, (2) the private insurance companies,
(3) the specialists, (4) the patients, (5) the PCPs, (6) or the
current weird combination of all stakeholders together with
the medico-legal system. By the process of elimination, the
PCP is the best candidate to determine insurance payment.
That makes the PCP the insurer.
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Comment: I don’t think that your proposals make provision for a
change in training, to make primary care physicians better
able to do what they have to do.
Reply: My thinking is that doctors (including PCPs) in America
have always done what they found necessary to maximize
their incomes no matter what the practice setting or
administrative or regulatory barriers. With Doctor Managed
Care, PCPs would maximize their incomes by refusing to
authorize payment for tests and treatments that don't work
and by paying for effective health promotion / preventive
medicine interventions. Specialists would maximize their
incomes by providing only effective and safe treatments at
reasonable costs. Over time, specialists would lose PCP
referrals to the degree that they did otherwise. Patients would
benefit medically and economically by choosing PCPs who
minimized sickness care costs, since more money would then
go to the health promotion / compassionate care fund for all
patients. With these financial incentives in place, medical
training programs for PCPs and specialists would change by
themselves without needing to micromanage the process
with a new batch of mandates and regulations.
Comment: There is no way the whole or even most of the cadre of
primary care physicians could know what is based on good
evidence and what is not. We need to change the entire basis
of evidence-gathering by basing it in primary care, not in
academic medical centers.
Reply: Having practiced and taught for my entire career in urban
academic medical institutions, I agree that students and postgraduate physicians get a skewed view of medicine by
training in that setting. With Doctor Managed Care, the PCPs
would not be marginalized as they are now. They would be
in charge individually of their patients’ care rather that
serving merely as “gatekeepers.” Collectively, they would
greatly influence the allocation of resources for medical
research and primary, secondary, and tertiary care hospitals,
including academic teaching centers. It would be to the
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PCPs’ advantage if resources for medical research went
mostly to low-tech, clinically applicable studies and lifestyle
intervention trials rather than toward “me too” drugs and
medical devices to make more money for high-technology
companies.
#4.

A PCP and author of another book about tests and treatments
that don’t work
Comment: I certainly agree with the central theme that we are
paying for too many tests and treatments that don't work. The
concept of doctor-managed care is an interesting one, but I
wonder how feasible it may be. It basically asks doctors to
make individual coverage decisions on every medical
service. This in itself would be a monumental task, but
keeping up with the evidence to make good decisions would
be equally monumental. I think part of the reason that
evidence-based medicine hasn't become routine is that
practicing docs find it extremely difficult to find and
evaluate all the relevant literature - hence their current
dependence on guidelines of various sorts.
Reply: My book doesn’t cover the evidence supporting or not
supporting every health care decision that doctors make.
However, Chapters 3-7 and 9-20 of my book show that the
evidence supporting tests and treatments costing over $900
billion of the $2.3 trillion system is flawed. It is not too
much to ask primary care physicians to review the evidence
concerning these particularly dangerous and / or expensive
tests and treatments. They could also consider evidence
presented by specialists advocating specific tests or
treatments. The currently skewed reports in peer-reviewed
medical journal would probably be balanced by new medical
journals with names like: “The Journal of Ineffective or
Excessively Dangerous Treatments” and “The Annals of
Unnecessary Medical Tests.” Since special interests
wouldn’t fund journal like these, PCPs could do it.
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Comment: I also found myself wondering how docs would resist the
blandishments of drug reps and the pressures of direct-toconsumer advertising. Patients even now come with all sorts
of demands derived from ads, sometimes with extremely
strong convictions. Why wouldn't such patients seek the docs
who have the most expensive practice profiles, assuming
they're more likely to get what they want, and not have
"good care" "rationed"? It would cost them nothing, since
anything the PCP orders is fully covered. It seems to me that
the path of least resistance would be to order what the patient
wants, and that a conscientious doc would be constantly
arguing with patients over coverage decisions.
Reply: (The risk-rating aspect of Doctor Managed Care was revised
in response to this and other similar comments of experts.)
The health promotion / compassionate care fund for each
PCP’s patients and the PCP’s income, are both inversely
related to the sickness care spending for the PCP’s group of
patients. Consequently, as described in the “Cost Control”
section of Doctor Managed Care, each PCP and his / her
patients all benefit if sickness costs are controlled by
providing insurance funding only for evidence-based tests
and treatments. When a patient asks his / her PCP for a
prescription for a $100 per month highly advertised brand
name drug when a $20 per month generic is medically
equivalent, the PCP could give the patient the choice of
having the generic for free or paying $80 for the brand name
drug. There would still be discussions and occasional
arguments about coverage decisions. Most patients would
probably seek the doctors with the least expensive practice
profiles because they would receive more in health
promotion
/
compassionate
care
benefits.
Comment: Asking docs to make all judgments regarding indemnity
payments for living needs for all of the disabled and all
work-related injuries seems to add another monumental task.
It seems like the docs have to become insurance executives
and actuaries on top of everything else.
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Reply: For legal and insurance purposes, docs now decide the extent
and duration of disabilities and whether injuries are work
related in order to determine indemnity payments. How
about if the PCPs continue that function and rely on a panels
of their patients and / or other knowledgeable paid advisors
to recommend the amount of the indemnity payments?
(Section revised accordingly)
Comment: To top it off, they get to fight all the product liability
suits instead of the manufacturers. When will these guys
practice medicine?
Reply: Again, the PCPs are already best able to determine if a
patient was injured or disabled by a drug or medical
appliance. The cost of future medical care for an injured
patient under Doctor Managed Care would be covered and
not an issue. The panel of patients / advisors could
recommend appropriate compensation for the PCPs to
authorize. This would avoid the circus-like feeding frenzies
of product liability suits like with Vioxx and Phen-fen that
give jackpot rewards to relatively few patients and many
attorneys while adding to health care costs for all consumers.
(Section revised accordingly)
Comment: I was a bit surprised by your pessimism over
government-sponsored care. The VA system is the largest
unified health care system in the country, and many
observers would now agree that they provide cheaper care
and higher quality than most private insurance. They are
being widely touted today as a model of quality
improvement; they have negotiated outstanding drug prices
and have an evidence-based formulary; have a high-quality
unified electronic record system; and they offer a number of
efficiencies.
Reply: If the VA system effectively and efficiently implemented all
the 439 guidelines used by the RAND quality of care
analysis,9, 10 then VA patients would undergo almost twice
the tests and treatments than they do now at almost twice the
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cost. Unfortunately, government-sponsored single-payer care
currently means that the government’s bureaucrats and
appointed experts decide what is and is not covered by
insurance. There’s the rub. In essence, Doctor Managed Care
is government-sponsored care but with 300,000 payers who
each decide what services are covered and to what extent.
Innovation, quality care, and cost control can occur as a
result.
#5.

Senior health policy expert from a politically progressive
think tank

Comment: Patients are at a substantial knowledge deficit when it
comes to consuming health care. (In economic terms, it’s
called information asymmetry.) The role of the professional
is to use their superior knowledge to act on behalf of patients
and enable them to make informed, rational choices. In
health care, you can’t simply “give ‘em what they want” as
markets very efficiently deliver in other aspects of our lives.
Reply: Agreed. Currently, the medical professionals advising
patients stand to gain or lose money themselves based on
their recommendations. This is part of the problem with so
many tests and treatments that don’t work. The business
aspect of medicine increasingly dominates the profession. In
the current medical practice climate, doctors that don’t
prescribe ineffective and dangerous tests and treatments lose
income, status, and patients. Doctor Managed Care changes
this by having the PCP assume the role of determiner of what
insurance pays for and what it doesn’t cover. However, the
consumer, as now, has the prerogative to pay out-of-pocket
for uncovered services, appeal to a panel of other patients, or
try to switch to a primary doctor who will allocate the
desired medical care.
Comment: You're right that there are only a limited number of
choices for a single entity to be the money manager, and I
also agree that there's way too little accountability in today's
system. But my argument about corruptibility applies equally
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to any single entity. Indeed, the insurance companies' failed
effort to be accountable for costs partly proves the argument
about concentrating power in one type of entity. Instead, I
believe accountability must be distributed to everyone with
an interest in the health care of patient, but in way that is
more clearly defined than today.
Reply: Distributing accountability for medical insurance coverage
decisions among many entities with an interest in the health
of the patient has helped create the current crisis in health
care. It’s easy to suggest more clearly defining
responsibilities and duties of multiple entities sharing
spending authority, but it is much harder to do that cost
effectively and to everyone’s satisfaction.
I don't see how the accountability for costs for individual
patient care is not shared with Doctor Managed Care. The
patient, the person who hired the PCP, could discuss
prevention, diagnosis, and treatment options directly with the
physician that best knows his / her case. If the patient wants
to have chemotherapy for pancreatic cancer (worthless, see
Chapter 16) or coronary bypass surgery (not evidence-based,
see Chapter 9) and the PCP won't authorize insurance
coverage for it, the patient can pay out-of-pocket, appeal to a
patient panel, or shop for another PCP to take over his / her
care and authorize insurance coverage for the expense.
Before losing a patient to another PCP over an issue of
authorizing an expensive test or treatment, a conscientious
PCP would probably search the medical literature for
critiques of the evidence-basis of the intervention and poll
his / her physician colleagues about it.
Comment: Another problem stemming from information asymmetry
is the ability of patient’s to use their superior knowledge of
their health status to game normal market choices of
insurance coverage. Also known as adverse selection, no
amount of risk adjustment can counteract it. Risk adjustment
models have only recently begun to explain more than 10%
of the risk variation between individuals. Experts dream of
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the day that data crunching might predict 25% of the risk,
but no one imagines that we’ll ever be able to predict 100%
of the risk. So providing coverage to individuals will remain
a risky business, and as such, you will need to have rules that
protect consumers from inefficient gaming of risks by both
insurers and consumers. The classic market solution is to
reduce consumers’ choice through underwriting of insurance
that denies coverage to people at high risk for needing health
care services. I don’t like that solution any more than you do,
but unlike you, I would still keep the insurance risk in
private hands so that the risk of getting the pricing of risk
wrong is not concentrated in centralized bureaucracies. The
risky business of pricing risk is best left to the checks and
balances of competition under a set of government-imposed
rules.
Reply: Insurance is to protect the insured individual against the
unexpected catastrophic costs of an accident or illness. For
the sake of discussion, say that each year 10% of people will
have a significant accident or illness requiring 30x the
medical spending for healthy people—a realistic estimate. It
makes sense to manage that risk with insurance. Say the
average spending for sickness care with Doctor Managed
Care is $4,230 in 2007. PCPs treating an average of 1,000
patients will be expected to have 100 patients have major
accidents or illnesses (i.e., 900 well patients cost $900,000
on health care [$1,000 each on average] and 100 sick /
injured patients cost $3 million ($1,000 [average cost for
sickness care for healthy people] x 30 x 100 patients = $3
million]). Total sickness care costs in this hypothetical would
be $3.9 million ($900,000 for 900 well people + $3.0 million
for 100 seriously sick or injured people). The probability of a
PCP having an excess of patients with expensive health
problems in one year would be the following:
•
•

130 patients with serious accident / illness
(30% increase): 7 / 200 (P = 0.0355)
150 patients with serious accident / illness
(50% increase): 7 / 1,000 (P = 0.007)
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•

200 patients with serious accident / illness
(100% increase): < < 1 / 10,000 (P =
1.16xE-10)

The statistical risk of an individual PCP having two
consecutive years of more than 130 patients with major
accidents / illnesses is about 1 / 1,000. PCPs practicing in
groups would spread the risk. You get the idea. Additionally,
the $2 million + in the health promotion / compassionate
care reserve fund would cushion the effects of a year with an
unusually high amount of sick and injured patients.
Over 1,500 competing private insurance companies regulated
by a lot of government-imposed rules cannot beat PCPs that
know their patients working under the checks and balances
of Doctor Managed Care to provide fairer and more cost
effective insurance. (The risk-rating aspect of Doctor
Managed Care was revised in response to this and other
similar comments of experts.)
Comment: I don’t see anything in your proposal that gives the
primary doctor more information to evaluate the
performance of the specialists to whom she refers patients.
Reply: The primary doctor has the feedback from every patient that
he / she refers to any specialist. Primary care doctors also
can discuss the effectiveness of specialists with their local
health care colleagues. To attract referrals from primary
doctors, specialists must compete with each other. To
effectively compete, their treatments must have good results
compared with those of their peers.
Currently, in managed care situations, primary care doctors
refer patients to specialists within the network rather than to
the best specialist in the community. Without regard to
managed care networks or geographic boundaries, Doctor
Managed Care would allow PCPs to refer their patients to
the best and most cost effective specialists for their particular
problems.
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Comment: A high degree of accountability is no more a natural state
of affairs in medical care than it is in other areas of our
economy. Financial markets, for example, must be governed
by strict rules for disclosing performance so that investors
have the opportunity to make choices based on real data not
subjective observations about the value of a company. To do
anything less in health care would like trusting stockbrokers
to invest your money simply based on how they feel a stock
will perform (also know as speculation). As you yourself
point out, medical care has excessive amount of speculative
behavior embedded in everyday care. No one is taking a hard
look at the evidence because of the benefits accrue publicly,
not to any given doctor.
Reply: Comparative evaluations of the results of individual
specialists by accrediting organizations or regulatory groups
have had minimal success so far. The science of objectively
evaluating specialists is currently based not on clinical
results as much as on subjective impressions of patients or
professional colleagues or on the adherence to test and
treatment guidelines.
With Doctor Managed Care, PCPs would be continually
evaluating the performance of specialists and patients would
be continually evaluating the performance of PCPs and
specialists. PCPs would post reports on the web about their
prescribing and referral policies and outcomes.
Comment: It is true that we need better checks and balances on the
excesses of greed in health care, but they would not be
enough to advance evidence-based medicine. Any successful
health care policy must ensure the creation and use of
knowledge to improve everyday medical care. Transparency
is as important in health care as it is financial markets, if not
more so. I’d also increase transparency in both outcomes and
in the decision making process for determining medical
necessity.
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Reply: Better checks and balances on the excesses of greed in health
care does indeed involve the creation and use of knowledge
to improve everyday medical care and transparency in both
outcomes and in the decision making processes for
determining medical necessity. Also crucial to effective
check and balances is freeing medical decision-makers from
adhering to special-interest generated rather than evidencebased medical guidelines. All these things are inseparably
interrelated. It would be futile to try to ensure the creation
and use of knowledge to improve everyday medical care and
increase transparency without transferring the role of
defining medical guidelines from special interests to PCPs.
The creation and use of medical knowledge (i.e., research)
goes on now primarily within the confines of what makes
money. For example, the government and private medical
drug and technology companies will spend about $128
billion in 2007 on researching drugs and technology with
only a pittance going for lifestyle intervention research. Due
to the influence of PCPs in determining governmentsponsored research spending with Doctor Managed Care,
much more research would be in the areas of prevention and
non-drug treatments.
Comment: The mechanism for enforcing the spending limit may be
different from a traditional spending cap under a price
control regime, but the government would still decide the
question of whether there’s too much or too little spending
overall, if I understand you’re proposal correctly. You’re
subjecting individual spending decisions to the collective
will. Maybe you should argue that this approach is a more
flexible but still necessary approach to cost control. But the
free marketeers and libertarians will not accept the approach
as market-based.
Reply: Cost control is necessary for comprehensive health care
reform. Health care decisions by PCPs must balance that
reality with the need to provide the best care for individual
people. The question is not whether we need to have cost
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control, but how do we fairly achieve it. I maintain that a
free market approach with a level playing field can succeed
where top down stifling bureaucracy, guidelines, regulations,
and spending caps have failed. (The cost control section of
Chapter 24 was revised in response to this and other
comments by experts.)
Comment: Finally, the theme of the book – that money is corrupting
health care – makes it much harder to craft a solution based
on shifting control of the money. While you can say we need
to fight fire with fire, I think it’s more important to figure out
how professionals can be professional rather that risking that
PCPs will be corrupted by the same forces afflicting
insurance companies and specialists. I would find it more
compelling if the book showed me how doctors were going
to be allowed to do the things they should be doing rather
telling me how some new formula for paying PCPs is going
to solve the problem.
Reply: Doctor Managed Care is all about showing the reader how
doctors are going to be allowed to do the things they should
be doing. PCPs would have one-third to one-half the patient
load as managed care PCPs do currently. Administrative
duties will be greatly reduced for all physicians. Incentives
for inappropriately practicing defensive medicine would be
greatly reduced. Doctors would focus on the needs of their
patients and not on money driven establishment guidelines.
Efficiencies in the system would allow an additional $718
billion in health care funds and $417 billion in currently
poorly managed funds in 2007 to be at the disposal of PCPs
to administer to the currently unmet needs of their patients
(Chapter 24 Table 3).
Comment: Your decentralized approach to resolving this problem
has its appeals, but in my own thinking, the essential benefits
have to be a collective decision because the core issue is how
much are we willing to see our neighbor suffer at his own
hands?
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Reply: With Doctor Managed Care each individual can determine
what are the essential benefits he / she needs to have and can
then seek a PCP that provides those benefits. Making the
determination of benefits a collective decision—a “one size
fits all approach”—gets back to the problem of basing the
benefits on corrupted guidelines determined by government /
academia / industry or other special interests.
Comment: I have to admit that I haven't thought as much as you
have about how to encourage preventive care broadly, but I
do know that there's much that we should do to support
preventive behavioral change, for example, and I would want
to find a way to incorporate that and other proven, costeffective, socially responsible, preventive services in the set
of essential, comprehensive benefits that everyone gets.
Reply: So far, the government or insurance companies or
committees of specialists have not agreed upon what are the
proven, cost-effective, socially responsible, preventive
services that everyone should get. It’s never going to happen.
Doctor Managed Care would encourage preventive care
innovation by shifting money from sickness care and
bureaucracy to prevention and health promotion
administered by the PCPs. The PCPs would then have the
resources to sponsor more effective preventive medicine
programs targeted for their particular patients, and patients
would indirectly determine what preventive services are
funded by choosing their PCPs. Research studies could be
done to see what works best and what doesn't. PCPs, with
input from their patients and published research, could adopt
the proven preventive care measures.

471

472

References
Introduction
1.
How Good Is the Quality of Health Care in America? RAND
Corporation
Report.
Available
at:
http://www.rand.org/health/mcglynn_appa.pdf.
Accessed
June 26, 2003, 2003.
2.
McGlynn EA, Asch SM, Adams J, et al. The Quality of
Health Care Delivered to Adults in the United States. N Engl
J
Med.
2003;348(26):2635-2645.
http://content.nejm.org/cgi/content/full/2348/2626/2635?ijke
y = fKqZNkwy2639x/2632I&keytype = ref&siteid = nejm.
3.
Health Care Fraud-- A serious and costly reality for all
Americans. National Health Care Anti-Fraud Association
(NHCAA).
2002.
Available
at:
http://www.nhcaa.org/pdf/all_about_hcf.pdf.
Accessed
November 20, 2004.
4.
Borger C, Smith S, Truffer C, et al. Health Spending
Projections Through 2015: Changes On The Horizon. Health
Affairs. March 1, 2006;25(2):hlthaff.25.w61-w73.
5.
Kohn LT, Corrigan JM, Donaldson MS. To Err Is Human:
Building a Safer Health System. Institute of Medicine.
National Academy Press. September 1, 1999. Available at:
http://www.iom.edu/iom/iomhome.nsf/WFiles/ToErr8pager/$file/ToErr-8pager.pdf. Accessed May 3, 2004.
6.
Shapiro D. Beyond the Blame: A No-Fault Approach to
Malpractice.
New
York
Times.
http://www.nytimes.com/2003/09/23/health/policy/23ESSA.ht
ml?pagewanted = all&position = . September 28, 2003.
7.
Thomas EJ, Studdert DM, Newhouse JP, et al. Costs of
medical injuries in Utah and Colorado. Inquiry.
1999;36(3):255-264.
8.
Thomas EJ, Studdert DM, Burstin HR, et al. Incidence and
types of adverse events and negligent care in Utah and
Colorado. Med Care. 2000;38(3):261-271.
9.
McNeil DG. For Those Who Snore Heavily, Implants May
Help. NY Times. November 22, 2005.
473

10.

11.
12.

13.

14.

15.
16.

17.
18.

Havemann J, Alonso-Zaldivar R. U.S. Poverty Rate Rises
Despite
Growth
in
2004.
LA
Times.
http://www.latimes.com/news/nationworld/nation/la083005census_lat,0,4962711.story?coll
=
la-totpromo&track = morenews. August 30, 2005.
Gilmer T, Kronick R. It's The Premiums, Stupid: Projections
Of The Uninsured Through 2013. 10.1377/hlthaff.w5.143.
Health Aff. April 5, 2005:hlthaff.w5.143.
Vrana D. Health Insurance Costs Exceed Annual MinimumWage
Earnings.
LA
Times.
http://www.latimes.com/news/nationworld/nation/la091405health_lat,0,4770680.story?coll
=
la-storyfooter&track = morenews. September 14, 2005.
Pear R. New White House Estimate Lifts Drug Benefit Cost
to
$720
Billion.
NY
Times.
http://www.nytimes.com/2005/02/09/national/09medicare.ht
ml?hp&ex = 1108011600&en = 1a75c77fde14828c&ei =
5094&partner = homepage. February 9, 2005.
Pear R. Inquiry Confirms Top Medicare Official Threatened
Actuary Over Cost of Drug Benefits. New York Times.
http://www.nytimes.com/2004/07/07/politics/07medicare.htm
l. July 7, 2004.
Money In Politics Databases. Political Money Line.
Available at: http://www.tray.com/. Accessed August 30,
2005.
Pear R. Medicare Law Prompts a Rush for Lobbyists. NY
Times.
http://www.nytimes.com/2005/08/23/politics/23health.html?p
agewanted = all. August 23, 2005.
John DC, Moffit RE. Medicare and Social Security: Big
Entitlement Costs on the Horizon. Heritage Foundation.
May 1, 2006.
HEALTH INSURANCE MANDATES IN THE STATES
2006 - A State-by-State Breakdown of Health Insurance
Mandates and Their Costs. The Council for Affordable
Health Insurance. March 7, 2006. Available at:
http://www.cahi.org/cahi_contents/resources/pdf/MandatePu
b2006.pdf. Accessed March 17, 2006.
474

19.

20.
21.

22.
23.
24.

25.

26.

27.

28.

Horwitz JR. Making Profits And Providing Care: Comparing
Nonprofit, For-Profit, And Government Hospitals
10.1377/hlthaff.24.3.790.
Health
Aff.
May
1,
2005;24(3):790-801.
Kolata G. Medical Fees Are Often Higher for Patients
Without Insurance. New York Times. April 2, 2001.
http://query.nytimes.com/search/advanced/.
Pear R. Nonprofit Hospitals Face Scrutiny Over Practices.
NY
Times.
http://www.nytimes.com/2006/03/19/politics/19health.html?h
p&ex = 1142744400&en = b81a36fc7875e176&ei =
5094&partner = homepage. March 19, 2006.
Starfield B. Is U.S. Health Really the Best in the World?
JAMA. July 26, 2000 2000;284(4):483-485.
Herbert B. A Second Opinion. New York Times.
http://www.nytimes.com/2004/06/28/opinion/28HERB.html.
June 28, 2004.
The State of the World's Mothers 2006--Saving the Lives of
Mothers and Newborns. Save the Children. Available at:
http://www.savethechildren.org/publications/SOWM_2006_f
inal.pdf?stationpub = 000000&ArticleID = &NewsID = .
Accessed May 14, 2006.
Study Finds Americans Less Healthy Than the English.
Associated
Press.
http://online.wsj.com/article/SB114661616388442098.html?
mod = health_hs_research_science. May 3, 2006.
Banks J, Marmot M, Oldfield Z, Smith JP. Disease and
Disadvantage in the United States and in England.
10.1001/jama.295.17.2037.
JAMA.
May
3,
2006;295(17):2037-2045.
Stein R. For Americans, Getting Sick Has Its Price - Survey
Says U.S. Patients Pay More, Get Less Than Those in Other
Western
Nations.
Washington
Post.
http://www.washingtonpost.com/wpdyn/content/article/2005/
11/03/AR2005110301143.html. November 4, 2005.
U.S. Patients Experience Higher Out-Of-Pocket Costs, More
Medical Errors Than Patients in Other Nations, Survey Says.
Kaiser Family Foundation. Nov 04, 2005. Accessed Nov 7,
2005.
475

29.

30.

31.

32.

33.
34.

35.

36.

37.
38.

Anderson GF, Hussey PS, Frogner BK, Water HR. Health
Spending In The United States And The Rest Of The
Industrialized World. Health Aff. July 1, 2005;24(4):903914.
G. F. Anderson, Frogner BK, Johns RA, Reinhardt UE.
Health Care Spending and Use of Information Technology in
OECD Countries. Health Affairs. May/June 2006;25(3):819831.
Health Care's Big Spender Trails in Adopting Health IT.
Commonwealth Fund. MAY 12, 2006. Available at:
http://www.cmwf.org/healthpolicyweek/healthpolicyweek_s
how.htm?doc_id = 372989#doc372990. Accessed May 18,
2006.
Pear R. Emphasize Disease Prevention, Health Secretary
Tells Insurers. New York Times. January 22, 2003.
http://query.nytimes.com/search/advanced/. January 22,
2003.
Duenwald M. An 'Eat More' Message for a Fattened
America. New York Times. February 19, 2002.
http://query.nytimes.com/search/advanced/.
Barbosa D. The Fat Epidemic / Stuck Inside Rampant
Obesity, a Debilitating Reality for the Urban Poor. New York
Times.
December
26,
2000.
http://query.nytimes.com/search/advanced/.
Eisenberg DM, Davis RB, Ettner SL, et al. Trends in
alternative medicine use in the United States, 1990-1997:
results of a follow-up national survey. JAMA.
1998;280(18):1569-1575.
Eisenberg DM, Kessler RC, Foster C, Norlock FE, Calkins
DR, Delbanco TL. Unconventional Medicine in the United
States -- Prevalence, Costs, and Patterns of Use. N Engl J
Med. 1993;328:246-252.
Dorsey L. Reinventing Medicine. San Francisco, CA:
HarperSanFrancisco.
http://www.dosseydossey.com/larry/default.html; 1999.
Sicher F, Targ E, Moore Dn, Smith HS. A randomized
double-blind study of the effect of distant healing in a
population with advanced AIDS. Report of a small scale
study. West J Med. 1998;169(6):356-363.
476

39.
40.

41.

42.

43.

44.

45.

46.
47.

48.

Byrd RC. Positive therapeutic effects of intercessory prayer
in a coronary care unit population. South Med J.
1988;81(7):826-829.
Krucoff MW, Crater SW, Gallup D, et al. Music, imagery,
touch, and prayer as adjuncts to interventional cardiac care:
the Monitoring and Actualisation of Noetic Trainings
(MANTRA)
II
randomised
study.
Lancet.
2005;366(9481):211-217.
Gellene D, Maugh TH. Latest Study of Prayer to Date Finds
It
Has
No
Power
to
Heal.
LA
Times.
http://www.latimes.com/news/science/la-sciprayer31mar31,0,6557135.story?coll = la-home-headlines.
March 31, 2006.
Lawrence RJ. Faith-Based Medicine. NY Times.
http://www.nytimes.com/2006/04/11/opinion/11lawrence.htm
l?ex = 1144900800&en = 558c9d640287bbb2&ei =
5087%0A. April 11, 2006.
Moffit RE, Marshall JA, Smith GV. Patients’ Freedom of
Conscience: The Case for Values-Driven Health Plans. May
15,
2006.
Available
at:
http://www.heritage.org/Research/HealthCare/bg1933.cfm.
Accessed May 19, 2006.
Howard P. Policy Forum: The State of the Union Health
Care Proposals - More Expensive, But Cheaper. Medical
Progress Today. February 10, 2006. Accessed March 8,
2006.
Hill JE. Health Care Won’t Heal Itself. Medical Progress
Today.
March
3,
2006.
Available
at:
http://www.medicalprogresstoday.com/spotlight/spotlight.ph
p.
Proposal of the Physicians' Working Group for Single-Payer
National Health Insurance. JAMA. 2003;290(6):798-805.
Bush GW. President Bush Discusses Health Care Initiatives.
Office
of
the
Press
Secretary.
http://www.whitehouse.gov/news/releases/2006/04/2006040
4.html. April 4, 2006.
Bush GW. Reforming Health Care For The 21st Century.
The White House-National Economic Council. February 15,
2006.
Available
at:
477

http://www.whitehouse.gov/news/releases/2006/02/2006021
6-3.html. Accessed February 17, 2006.
Chapter 1
1.
Kuhn TS. The Structure of Scientific Revolutions. Chicago,
IL: University of Chicago Press; 1970.
2.
Eisenberg JM. Evidence-based medicine--a paradigm shift is
underway in health care. National Institute for Health Care
Management.
http://www.nihcm.org/.
Available
at:
http://www.nihcm.org/. Accessed January 17, 2003.
3.
Tannenbaum SJ. Evidence and Expertise: The challenge of
the outcomes movement to medical professionalism.
Academic Medicine. 1999;74:757.
4.
Cushing H. The life of Sir William Osler. New York: Oxford
University Press; 1926.
5.
Rossouw JE, Anderson GL, Prentice RL, et al. Risks and
benefits of estrogen plus progestin in healthy
postmenopausal women: principal results From the Women's
Health Initiative randomized controlled trial. JAMA.
2002;288(3):321-333.
6.
Nelson HD, Humphrey LL, Nygren P, Teutsch SM, Allan
JD. Postmenopausal hormone replacement therapy: scientific
review. JAMA. 2002;288(7):872-881.
7.
Corbie-Smith G, Thomas SB, St George DM. Distrust, race,
and research. Arch Intern Med. 2002;162(21):2458-2463.
8.
Marsa L. Clinical trials are suffering. LA Times. December 2,
2002. http://pqasb.pqarchiver.com/latimes/.
Chapter 2
1.
Choudhry NK, Stelfox HT, Detsky AS. Relationships
Between Authors of Clinical Practice Guidelines and the
Pharmaceutical Industry. JAMA. February 6, 2002
2002;287(5):612-617.
2.
Bekelman JE, Li Y, Gross GP. Scope and Impact of
Financial Conflicts of Interest in Biomedical Research. A
Systematic Review. JAMA. 2003;289:454-465.
3.
Moses H, III, Dorsey ER, Matheson DHM, Thier SO.
Financial Anatomy of Biomedical Research. JAMA.
September 21, 2005;294(11):1333-1342.
478

4.
5.
6.

7.

8.
9.

10.

11.
12.

Bodenheimer T. Uneasy alliance--clinical investigators and
the pharmaceutical industry. N Engl J Med.
2000;342(20):1539-1544.
Rosenthal M. Direct-to-Consumer Marketing. N Engl J Med.
2002;346(25):2010-2013.
Heffler S, Smith S, Keehan S, Borger C, Clemens MK,
Truffer C. Trends: U.S. Health Spending Projections For
2004-2014.
Health
Aff.
2005;24(1):185-194
http://content.healthaffairs.org/cgi/reprint/hlthaff.w185.174v
181.
Direct-to-consumer advertising. SourceWatch a project of
the Center for Media and Democracy. Available at:
http://www.sourcewatch.org/index.php?title = Direct-toconsumer_advertising. Accessed October 9, 2005.
Wolfe S. Direct-to-Consumer Advertising — Education or
Emotion Promotion? N Engl J Med. 2002;346(7):524-526.
'Follow The Dollar' PhRMA Report - Spending More Than
A Half Billion On Political Contributions, Lobbying And Ad
Campaigns, Phrma Wins Big On Medicare. Common Cause.
July
1,
2003.
Available
at:
http://www.commoncause.org/news/default.cfm?ArtID
=
199. Accessed April 26, 2004.
Breitstein J. Spending Hits A Wall. Pharmaceutical
Executive.
2002;http://www.imshealth.com/vgn/images/portal/cit_4000
0873/40054155RHMod-PressRoomSpending%20Hits%20Wall-Sept2002.pdf.
Smith R. Travelling but never arriving: reflections of a
retiring editor. BMJ. July 31, 2004 2004;329(7460):242-244.
Willman D. Stealth Merger: Drug Companies and
Government Medical Research- Some of the National
Institutes of Health's top scientists are also collecting
paychecks and stock options from biomedical firms.
Increasingly, such deals are kept secret. LA Times.
http://pqasb.pqarchiver.com/latimes/483567461.html?did =
483567461&FMT = ABS&FMTS = FT&desc =
Stealth+Merger:+Drug+Companies+and+Government+Me
dical+Research%3b+Some+of+the+National+Institutes+of
+Health%27s+top+scientists+are+also+collecting+payche
479

13.

14.

15.
16.

17.

18.
19.
20.

21.

22.

cks+and+stock+options+from+biomedical+firms.+Increasi
ngly,+such+deals+are+kept+secret. December 7, 2003.
Willman D. NIH to Curb Its Scientists' Deals With Drug
Firms.
LA
Times.
http://www.latimes.com/news/nationworld/nation/la-nanih23jun23,1,6146904.story?coll = la-home-headlines. June
23, 2004.
Kolata G. F.D.A. Chief's Fast Start Earns Praise and Doubt.
New
York
Times.
April
29,
2003.
http://www.nytimes.com/2003/04/29/science/29FDA.html?pa
gewanted = all&position = .
Moore TJ. Lessons of the Hormone Replacement Debacle.
Boston Globe. July 14, 2002.
Harris G. At FDA, Strong Drug Ties and Less Monitoring.
New
York
Times.
http://www.nytimes.com/2004/12/06/health/06fda.html?oref
= login&pagewanted = all&position = . December 6, 2004.
Stolberg SG. Idea of Drug Safety Office Is Already Hitting
Snags.
New
York
Times.
http://www.nytimes.com/2004/11/25/politics/25fda.html.
November 25, 2004.
Fontanarosa PB, Rennie D, DeAngelis CD. Postmarketing
Surveillance--Lack of Vigilance, Lack of Trust. JAMA.
November 22, 2004 2004:292.221.2647.
Direct to the Consumer Advertising - Education or Emotion
Promotion. Worst Pills, Best Pills News. Vol 8. Washington,
DC: Public Citizen Health Research Group:17-19.
Petersen M. Who's Minding the Drugstore? New York Times.
June
29,
2003.
http://www.nytimes.com/2003/06/29/business/yourmoney/29
FDAA.html?pagewanted = all&position = .
Harris G. Abbott to Pay $622 Million to Settle Inquiry Into
Marketing. New York Times. June 29, 2003.
http://www.nytimes.com/2003/06/27/business/27DRUG.html.
June 29, 2003.
Spitzer E. The People of the State of New York by Elliot
Spitzer, Plaintiff, against GlaxoSmithKline SmithKline
Beecham Corporation, Defendants: The Supreme Court of
the State of New York; 2004.
480

23.

24.

25.

26.

27.

28.

29.

30.

Meier B. Medical Journals Weigh Plan for Full Drug-Trial
Disclosure.
New
York
Times.
http://www.nytimes.com/2004/06/15/business/15drug.html?p
agewanted = all&position = . June 15, 2004.
Meier B. A Medical Journal Quandary: How to Report on
Drug
Trials.
New
York
Times.
http://www.nytimes.com/2004/06/21/business/21drug.html?p
agewanted = all&position = . June 21, 2004.
Harris G. As Doctors Write Prescriptions, Drug Company
Writes
a
Check.
New
York
Times.
http://www.nytimes.com/2004/06/27/business/27DRUG.final.
html?hp = &pagewanted = all&position = . June 27, 2004.
Gellene D. Strengthening Bones, Raising Questions Amgen's ties to kidney research are suspect to some experts.
LA
Times.
http://www.latimes.com/business/la-fisensipar23apr23,1,4220816.story?coll = la-home-business.
April 23, 2004.
Lenzer J. Prescription for Controversy Do corporate
donations to the American Heart Association influence its
drug
guidelines?
Mother
Jones;
2001:http://www.motherjones.com/magazine/MJ01/prescript
ion.html.
Gaul GM. Bad Practices Net Hospitals More Money - High
Quality Often Loses Out In the 40-Year-Old Program.
Washington
Post.
http://www.washingtonpost.com/wpdyn/content/article/2005/07/23/AR2005072300382.html. July
24, 2005.
State of Healthcare Quality 2005--Industry Trends and
Analysis. National Committee for Quality Assurance.
Washington,
D.C.
Available
at:
http://www.ncqa.org/Docs/SOHCQ_2005.pdf.
Accessed
February 7, 2006.
The National Committee for Quality Assurance (NCQA) and
U.S. News & World Report To Collaborate On “America's
Best Health Plans”. NCQA News. September 12, 2005.
Available
at:
http://www.ncqa.org/Communications/News/USNews.htm.
Accessed February 7, 2006.
481

31.

Pear R. A.M.A. to Develop Measure of Quality of Medical
Care.
NY
Times.
http://www.nytimes.com/2006/02/21/politics/21docs.html?_r
= 1&oref = slogin. February 21, 2006.

Chapter 3
1.
Horenstein JM, Eglinton GS, Tahilramaney MP, Boucher M,
Phelan JP. Oxytocin use during a trial of labor in patients
with previous cesarean section. J Reprod Med.
1984;29(1):26-30.
2.
Graham AR. Trial labor following previous cesarean section.
Am J Obstet Gynecol. 1984;149(1):35-45.
3.
Flamm BL, Dunnett C, Fischermann E, Quilligan EJ.
Vaginal delivery following cesarean section: use of oxytocin
augmentation and epidural anesthesia with internal
tocodynamic and internal fetal monitoring. Am J Obstet
Gynecol. 1984;148(6):759-763.
4.
Markel H. The Doctor Who Made His Students Wash Up.
New
York
Times.
http://www.nytimes.com/2003/10/07/health/07HAND.html?p
agewanted = all&position = . October 7, 2003.
5.
Nuland SB. The Doctors' Plague: Germs, Childbed Fever
and the Strange Story of Ignac Semmelweis. New York, NY:
W.W. Norton; 2003.
6.
Achievements in Public Health, 1900-1999: Healthier
Mothers and Babies. MMWR. October 01, 1999;48(38):849858
http://www.cdc.gov/mmwr/preview/mmwrhtml/mm4838a48
32.htm.
7.
Wertz RW, Wertz DC. Lying-in: a history of childbirth in
America. New Haven, Connecticut: Yale University Press;
1989.
8.
Children's Bureau. Changes in infant, childhood, and
maternal mortality over the decade of 1939-1948: a graphic
analysis. Washington, DC: Children's Bureau, Social
Security Administration; 1950.
9.
Mortality, part A. Vol II. Rockville, Maryland: National
Center for Health Statistics. U.S. Department of Health,
Education, and Welfare; 1977.
482

10.

11.

12.

13.
14.
15.

16.

17.

18.

WHO revised 1990 estimates of maternal mortality: a new
approach by WHO and UNICEF. report no.
WHO/FRH/MSM/96.11. Geneva, Switzerland: World Health
Organization; 1996.
MacKay AP, Berg C, Duran C, Chang J, Rosenberg HM.
Pregnancy Mortality Surveillance System and the National
Vital Statistics System: An assessment of the incidence of
maternal mortality in the United States, 1995-1997 - Abstract
#61698. Paper presented at: American Public Health
Association, 2003.
Chang J, Elam-Evans LD, Berg CJ, et al. Pregnancy-Related
Mortality Surveillance --- United States, 1991--1999.
MMWR.
2003;52(SS02):1-8.
http://www.cdc.gov/mmwr/preview/mmwrhtml/ss5202a5201
.htm.
Kochanek KD, Martin JA. Supplemental analyses of recent
trends in infant mortality. Int J Health Serv. 2005;35(1):101115.
Martin JA, Kochanek KD, Strobino DM, Guyer B,
MacDorman MF. Annual Summary of Vital Statistics--2003.
Pediatrics. March 1, 2005 2005;115(3):619-634.
CIA - The World Factbook. U.S. Central Intellegence
Agency.
July
28,
2005.
Available
at:
http://www.odci.gov/cia/publications/factbook/rankorder/20
91rank.html. Accessed August 7, 2005.
PÉREZ-PEÑA R. Use of Midwives, a Childbirth
Phenomenon, Fades in City. New York Times.
http://www.nytimes.com/2004/03/15/nyregion/15midwives.ht
ml?pagewanted = all&position = . March 15, 2004.
Breen M. Letter regarding: Outcomes of planned home births
with certified professional midwives: large prospective study
in
North
America.
BMJ.
2005;330:http://bmj.bmjjournals.com/cgi/eletters/330/7505/1
416.
Pang JWY, Heffelfinger JD, Huang GJ, Benedetti TJ, Weiss
NS. Outcomes of Planned Home Births in Washington State:
1989-1996.
Obstet
Gynecol.
August
1,
2002
2002;100(2):253-259.
483

19.
20.
21.
22.
23.
24.
25.
26.

27.
28.

29.
30.

Hartley H, Gasbarro C. Forces promoting health insurance
coverage of homebirth: a case study in Washington State.
Women Health. 2002;36(3):13-30.
Gaskin IM. Ina May's Guide to Childbirth. New York, NY:
Bantan Dell; 2003.
Gaskin IM. Spiritual Midwifery. Summertown, Tennessee:
The Book Publishing Company; 1976.
Bruner JP, Drummond SB, Meenan AL, Gaskin IM. Allfours maneuver for reducing shoulder dystocia during labor.
J Reprod Med. 1998;43(5):439-443.
Meenan AL, Gaskin IM, Hunt P, Ball CA. A new (old)
maneuver for the management of shoulder dystocia. J Fam
Pract. 1991;32(6):625-629.
Gabbe SG, Niebyl JR, Simpson JL. Obstetrics: Normal &
Problem Pregnancies. 4th ed. New York: Churchill
Livingstone; 2002.
Smith MC, Holmes LJ. Listen to Me Good: The Life Story of
an Alabama Midwife. Columbus, Ohio: Ohio State
University Press; 1996.
Johnson KC, Daviss B-A. Outcomes of planned home births
with certified professional midwives: large prospective study
in
North
America.
BMJ.
June
18,
2005
2005;330(7505):1416http://bmj.bmjjournals.com/cgi/content/full/1330/7505/1416.
Murphy PA, Fullerton J. Outcomes of intended home births
in nurse- midwifery practice: a prospective descriptive study.
Obstet Gynecol. 1998;92:461-470.
Woodcock HC, Read AW, Bower C. A matched cohort
study of planned home and hospital births in Western
Australia
1981-1987.
Midwifery.
September
10,
1994;10(3):125-135.
Gulbransen G, Hilton J, McKay L, Cox A. Home birth in
New Zealand 1973-93: incidence and mortality. N Z Med J.
1997;110(1040):87-89.
Ackermann-Liebrich U, Voegeli T, Gunter-Witt K, et al.
Home versus hospital deliveries: follow up study of matched
pairs for procedures and outcome. BMJ. November 23, 1996
1996;313(7068):1313-1318.
484

31.

32.
33.
34.

35.

36.
37.
38.

39.

40.

41.

Wiegers TA, Keirse MJNC, van der Zee J, Berghs GAH.
Outcome of planned home and planned hospital births in low
risk pregnancies in the Netherlands. BMJ. 1996;313:13091313.
http://bmj.bmjjournals.com/cgi/content/full/1313/7068/1309.
Davies J, Hey E, Reid W, Young G. Prospective regional
study of planned home birth. BMJ. 1996;313:1302-1305.
The Northern Region's Perinatal Mortality Survey
Coordinating Group. Perinatal loss in planned and unplanned
home birth. BMJ. 1996;313:1306-1309.
Janssen PA, Lee SK, Ryan ER, Saxell L. An evaluation of
process and protocols for planned home birth attended by
regulated midwives in British Columbia. J Midwifery
Womens Health. 2003;48(2):138-145.
Janssen PA, Lee SK, Ryan EM, et al. Outcomes of planned
home births versus planned hospital births after regulation of
midwifery in British Columbia. CMAJ. Feb. 5,
2002;166(3):315-323.
Olsen O. Meta-analysis of the safety of home birth. Birth.
March 24, 1997;24(1):4-13.
Kristof ND. Health Care? Ask Cuba. NY Times.
http://www.nytimes.com/2005/01/12/opinion/12kris.html?ore
f = login&hp. January 12, 2005.
MacDorman M, Martin JA, Mathews TJ, Hoyert DL,
Ventura SJ. Explaining the 2001-02 infant mortality
increase: data from the linked birth/infant death data set. Natl
Vital Stat Rep. 2005;53(12):1-22.
MacDorman MF, Mathews TJ, Martin JA, Malloy MH.
Trends and characteristics of induced labour in the United
States,
1989-98.
Paediatr
Perinat
Epidemiol.
2002;16(3):263-273.
Gaskin I. Cytotec: Dangerous experiment of panacea?
Salon.com.
http://dir.salon.com/story/health/feature/2000/07/11/cytotec/
index.xml; July 11, 2000.
Vause S, Macintosh M. Evidence based case report: Use of
prostaglandins to induce labour in women with a caesarean
section scar. BMJ. April 17, 1999;318(7190):1056-1058.
485

42.

43.

44.
45.
46.
47.

48.
49.

50.

51.

Blanchette H, Nayak S, Erasmus S. Comparison of the safety
and efficacy of intravaginal misoprostol (prostaglandin E1)
with those of dinoprostone (prostaglandin E2) for cervical
ripening and induction of labor in a community hospital. Am
J Obstet Gynecol. 1999;180(6 part 1):1543-1550.
Plaut M, Schwartz ML, Lubarsky S. Uterine rupture
associated with the use of misoprostol in the gravid patient
with a previous cesarean section. Am J Obstet Gynecol.
1999;180(6 part 1):1535-1542.
Feldman GB, Freiman JA. Prophylactic cesarean section at
term? N Engl J Med. 1985;312(19):1264-1267.
Flamm BL. Birth after Cesarean: The Medical Facts. New
York, NY: Prentice-Hall Press; 1990.
Harer WB, Jr. Vaginal Birth After Cesarean Delivery:
Current Status. JAMA. May 22, 2002 2002;287(20):26272630.
Brody JE. With Childbirth, Now It's What the Mother
Orders.
New
York
Times.
http://www.nytimes.com/2003/12/09/health/09BROD.html?p
agewanted = all&position = . December 9, 2003.
Minkoff H, Chervenak FA. Elective Primary Cesarean
Delivery. N Engl J Med. March 6, 2003 2003;348(10):946950.
Wu JM, Hundley AF, Visco AG. Elective Primary Cesarean
Delivery: Attitudes of Urogynecology and Maternal-Fetal
Medicine Specialists. Obstet Gynecol. February 1, 2005
2005;105(2):301-306.
Declercq E, Menacker F, MacDorman M. Rise in "no
indicated risk" primary caesareans in the United States,
1991-2001: cross sectional analysis. BMJ. November 19,
2004:http://bmj.bmjjournals.com/cgi/reprint/330/7482/7471?
maxtoshow
=
&HITS
=
7410&hits
=
7410&RESULTFORMAT
=
&author7481
=
declercq&andorexactfulltext
=
and&searchid
=
1122696674998_1122696612328&stored_search
=
&FIRSTINDEX
=
1122696674990&sortspec
=
relevance&resourcetype = 1122696674991.
Smith GCS, Pell JP, Cameron AD, Dobbie R. Risk of
Perinatal Death Associated With Labor After Previous
486

52.

53.
54.

55.
56.

57.

58.

59.

Cesarean Delivery in Uncomplicated Term Pregnancies.
JAMA. May 22, 2002;287(20):2684-2690.
Hebert PR, Reed G, Entman SS, Mitchel EF, Jr, Berg C,
Griffin MR. Serious Maternal Morbidity After Childbirth:
Prolonged Hospital Stays and Readmissions. Obstet
Gynecol. December 1, 1999 1999;94(6):942-947.
Vaginal Birth after Previous Cesarean Delivery. ACOG
Practice Bulletin. July 1999:No. 5.
Grady D. Trying to Avoid 2nd Caesarean, Many Find Choice
Isn't
Theirs.
New
York
Times.
http://www.nytimes.com/2004/11/29/health/29birth.html?ei
= 5094&en = d3818201785246c4&hp = &ex =
1101790800&partner
=
homepage&pagewanted
=
all&position = . November 29, 2004.
Roan
S.
Survival,
at
a
cost.
LA
Times.
http://www.latimes.com/features/health/la-hepremies21nov21,1,609601.story. November 21, 2005.
Robinson J. HOW WE LIVE - Bring back the 40-hour
workweek -- and let us take a long vacation. LA Times.
http://www.latimes.com/news/opinion/sunday/editorials/laop-robinson1jan01,0,1744623.story?coll = la-home-sundayopinion. January 1, 2006.
Rhoades J. 2003 Mother/Newborn Expenditures.: Center for
Financing, Access and Cost Trends (CFACT). Agency for
Healthcare Research and Quality (AHRQ); October 30,
2005. Rockville, MD.
Heffler S, Smith S, Keehan S, Borger C, Clemens MK,
Truffer C. Trends: U.S. Health Spending Projections For
2004-2014.
Health
Aff.
2005;24(1):185-194
http://content.healthaffairs.org/cgi/reprint/hlthaff.w185.174v
181.
Anderson RE, Anderson DA. The cost-effectiveness of home
birth. J Nurse Midwifery. 1999;44(1):30-35.

Chapter 4
1.
Calculate your body mass index.
http://www.nhlbisupport.com/bmi/bmicalc.htm. National
Heart, Lung, and Blood Institute. Available at:
487

2.
3.

4.

5.
6.

7.

8.

9.

http://www.nhlbisupport.com/bmi/bmicalc.htm. Accessed
February 2, 2003.
Ogden CL, Flegal KM, Carroll MD, Johnson CL. Prevalence
and Trends in Overweight Among U.S. Children and
Adolescents, 1999-2000. JAMA. 2002;288(14):1728-1732.
Trend Data Nationwide--Obesity: By Body Mass Index.
Behavioral Risk Factor Surveillance System of the National
Center for Chronic Disease Prevention & Health Promotion.
Available at:
http://apps.nccd.cdc.gov/brfss/Trends/trendchart.asp?qkey=1
0010&state=U.S.. Accessed January 31, 2003.
Clinical Guidelines on the Identification, Evaluation, and
Treatment of Overweight and Obesity in Adults -- Evidencebased Guidelines. National Heart, Lung, and Blood Institute.
Available at:
http://www.nhlbi.nih.gov/guidelines/obesity/sum_evid.htm.
Accessed January 30, 2003.
Popkin BM, Siega-Riz AM, Haines PS, Jahns L. Where's the
Fat? Trends in U.S. Diets 1965–1996. Prev. Med.
2001;32(3):245-254.
Reitman V. On a Scale of Life or Death - He weighed 578
pounds; his sister, 579. They chose to take decisive action,
despite the cost and sacrifices, but would it be too late? LA
Times. http://www.latimes.com/news/local/la-mesuperobese4jan04,0,5079921,full.story?coll=la-homeheadlines. January 4, 2006.
Projections of the Total Resident Population by 5-Year Age
Groups, and Sex with Special Age Categories: Middle
Series, 2001 to 2005. Washington, D.C. 20233: Population
Projections Program, Population Division, U.S. Census
Bureau; 2000.
Ogden CL, Carroll MD, Curtin LR, McDowell MA, Tabak
CJ, Flegal KM. Prevalence of Overweight and Obesity in the
United States, 1999-2004 10.1001/jama.295.13.1549. JAMA.
April 5, 2006 2006;295(13):1549-1555.
U.S. Department of Health and Human Services. The
Surgeon General's call to action to prevent and decrease
overweight and obesity. U.S. Department of Health and
Human Services, Public Health Service, Office of the
488

10.
11.
12.

13.

14.

15.
16.

17.
18.

19.

Surgeon General. Available from: U.S. GPO, Washington.
2001. Available at:
http://www.surgeongeneral.gov/topics/obesity/. Accessed
February 1, 2003.
Schwimmer JB, Burwinkle TM, Varni JW. Health-Related
Quality of Life of Severely Obese Children and Adolescents.
JAMA. 2003;289(14):1813-1819.
Flegal KM, Carroll MD, Ogden CL, Johnson CL. Prevalence
and Trends in Obesity Among U.S. Adults, 1999-2000.
JAMA. 2002;288(14):1723-1727.
Fletcher A. Obesity rocketing despite record diet food
spending. FoodNavigator.com.
http://www.foodnavigator.com/news/ng.asp?n=65804&m=1
FNE214&c=qrewggnwhfsjanj. February 14, 2006.
Vasan RS, Pencina MJ, Cobain M, Freiberg MS, D'Agostino
RB. Estimated Risks for Developing Obesity in the
Framingham Heart Study. Ann Intern Med. October 4,
2005;143(7):473-480.
Stamler R, Stamler J, Riedlinger W, Algera G, Roberts RH.
Weight and blood pressure. Findings in hypertension
screening of 1 million Americans. JAMA. 1978;240:16071610.
Larsson B, Bjorntorp P, Tibblin G. The health consequences
of moderate obesity. Int J Obes. 1981;5:97-116.
Hubert HB, Feinleib M, McNamara PM, Castelli WP.
Obesity as an independent risk factor for cardiovascular
disease: a 26 year follow-up of participants in the
Framingham Heart Study. Circulation. 1983;67:968-977.
Khare M, Everhart JE, Maurer KR, Hill MC. Association of
ethnicity and body mass index (BMI) with gallstone disease
in the United States. Am J Epidemiol. 1995;141:S69.
Hart DJ, Spector TD. The relationship of obesity, fat
distribution, and osteoarthritis in women in the general
population: the Chingford Study. J Rheumatol. 1993;20:331335.
Young T, Palta M, Dempsey J, Skatrud J, Weber S, Badr S.
The occurrence of sleep-disordered breathing among middleaged adults. N Engl J Med. 1993;328:1230-1235.
489

20.
21.

22.

23.

24.
25.

26.
27.
28.
29.
30.
31.

Health Implications of Obesity. NIH Consensus
Development Conference Statement. Ann Int Med,.
1985;103:1073-1077.
Andersen RE, Wadden TA, Bartlett SJ, Vogt RA, Weinstock
RS. Relation of weight loss to changes in serum lipids and
lipoproteins in obese women. Am J Clin Nutr. 1995;62:350357.
Anderssen S, Holme I, Urdal P, I. H. Diet and exercise
intervention have favourable effects on blood pressure in
mild hypertensives: the Oslo Diet and Exercise Study
(ODES). Blood Press. 1995;4:343-349.
Blonk MC, Jacobs MA, Biesheuvel EH, Weeda-Mannak
WL, Heine RJ. Influences on weight loss in type 2 diabetic
patients: little long-term benefit from group behaviour
therapy and exercise training. Diabet Med. 1994;11:449-457.
Chute CG, Willettm WC, Colditz GA. A prospective study
of body mass, height, and smoking on the risk of colorectal
cancer in women. Cancer Causes Control. 1991;2:117-124.
Calle EE, Rodriguez C, Walker-Thurmond K, Thun MJ.
Overweight, Obesity, and Mortality from Cancer in a
Prospectively Studied Cohort of U.S. Adults. N Engl J Med.
April 24, 2003 2003;348(17):1625-1638.
Hubert HB. Obesity as an independent risk factor in gross
obesity. Circulation. 1983;67:968-977.
Drenick EJ. Excessive mortality and causes of death in
morbidly obese men. JAMA. 1980;243:443-445.
Flegal KM, Graubard BI, Williamson DF, Gail MH. Excess
Deaths Associated With Underweight, Overweight, and
Obesity. JAMA. April 20, 2005 2005;293(15):1861-1867.
Cundiff DK. BMI poor surrogate for diet and exercise in
assessing risk of death. International Journal of Obesity. In
Press.
Critser G. Land of the Free, Home of the Fat; 2002.
Cleveland LE, Goldman JD, Borrud LG. Results From
USDA's 1994 Continuing Survey of Food Intakes by
Individuals in 1994 and Diet and Health Knowledge Survey.
http://www.barc.usda.gov/bhnrc/foodsurvey/pdf/Tbs1994.pd
f. Food Surveys Research Group, Beltsville Human Nutrition
490

32.

33.
34.

35.
36.
37.
38.
39.

40.
41.
42.

Research Center, Agricultural Research Service. Department
of Agriculture, Riverdale, MD. 20737, 2002.
Average daily consumption of five food groups as a
percentage of recommended servings. Economic Research
Service - U.S. Department of Agriculture. December 22,
2000. Available at:
http://www.ers.usda.gov/briefing/DietAndHealth/data/foods/
table3.htm.
Methods for Voluntary Weight Loss and Control. NIH
Technology Assessment Conference Panel. Annals of
Internal Medicine. 1993;119:764-770.
The Clinical Guidelines on the Identification, Evaluation,
and Treatment of Overweight and Obesity in Adults: The
Evidence Report. Bethesda, MD: National Heart, Lung, and
Blood Institute in cooperation with the National Institute of
Diabetes and Digestive and Kidney Diseases; 1998.
McDougall JA, McDougall MA. The McDougall Plan for
Super Health and Life-Long Weight Loss: New Century
Publishers, Inc.; 1983.
Ornish D. Eat More, Weigh Less. New York: Harper Collins;
1993.
Pritikin R. The New Pritikin Program - The easy and
delicious Way to Shed Fat, Lower your Cholesterol, and Stay
Fit. New York: Simon and Schuster; 1990.
Shintani T. The Good Carbohydrate Revolution. Vol 1. 1 ed.
New York, NY: Pocket Books; 2002.
McCullough ML, Feskanich D, Stampfer MJ, et al.
Adherence to the Dietary Guidelines for Americans and risk
of major chronic disease in women. American Journal of
Clinical Nutrition. 2000;72(5):1214-1222.
Kennedy ET, Bowman SA, Spence JT, Freedman M, King J.
Popular diets: correlation to health, nutrition, and obesity. J
Am Diet Assoc. 2001;101(4):411-420.
McGuire MT, Wing RR, Klem ML, Lang W, Hill JO. What
predicts weight regain in a group of successful weight
losers? . J Consult Clin Psychol. 1999;67(2):177-185.
Wyatt HR, Grunwald GK, Mosca CL, Klem ML, Wing RR,
Hill JO. Long-term weight loss and breakfast in subjects in
491

43.

44.

45.

46.

47.
48.

49.

50.
51.

52.

the National Weight Control Registry. Obes Res.
2002;10(2):78-82.
Klem ML, Wing RR, McGuire MT, Seagle HM, Hill JO.
Psychological symptoms in individuals successful at longterm maintenance of a weight loss. Health Psych.
1998;17(4):336-345.
McGuire MT, Wing RR, Klem ML, Seagle HM, Hill JO.
Long-term maintenance of weight loss: do people who lose
weight through various weight loss methods use different
behaviors to maintain weight? Int J Obes Relat Metab
Disord. 1998;22:572-577.
Shick SM, Wing RR, Klem ML, McGuire MT, Hill JO,
Seagle HM. Persons successful at long-term weight loss and
maintenance continue to consume a low-energy, low-fat diet.
J Am Diet Assoc. 1998;98:408-413.
Klem ML, Wing RR, McGuire MT, Seagle HM, Hill JO. A
descriptive study of individuals successful at long-term
maintenance of substantial weight loss. Am J Clin Nutr.
1997;66:239-246.
Wing RR, Hill JO. Annu Rev Nutr. Successful weight loss
maintenance. 2001;21:323-341.
Dunn J. Restaurant Chains, Too, Watch Their Carbs. New
York Times.
http://www.nytimes.com/2004/01/04/business/yourmoney/04
carb.html?pagewanted=all&position=. January 4, 2004.
Zernike K, Burros M. Low-Carb Boom Isn't Just for Dieters
Anymore. New York times.
http://www.nytimes.com/2004/02/19/health/19CARB.html?hp
=&pagewanted=all&position=. February 19, 2004.
Mayers D. Diabetes Diet War. U.S. News and World Report.
Viles P. Atkins Nutritionals filed for bankruptcy a year after
the peak of the low-carb diet craze. CNN.
http://money.cnn.com/2005/08/01/news/midcaps/atkins.reut/i
ndex.htm. August 2, 2005.
Retsinas G. The Marketing of a Superbaby Formula. New
York Times.
http://www.nytimes.com/2003/06/01/business/yourmoney/01
BABY.html?pagewanted=all&position=. June 1, 2003.
492

53.

54.

55.
56.
57.

58.
59.

60.
61.

62.
63.

Weintraub M, Sudaresan PR, Madan M. Long-term weight
control study. I (weeks 0 - 34) The enhancement of behavior
modification, caloric restriction, and exercise by
phentermine and fenfluramine versus placebo. Clinical
Pharmacol. Ther. 1992;51:586-594.
Weintraub M, Sudaresan PR, Madan M. Long-term weight
control study. I (weeks 156 -190) The enhancement of
behavior modification, caloric restriction, and exercise by
phentermine and fenfluramine versus placebo. Clinical
Pharmacol. Ther. 1992;51:608-614.
SoRelle R. Diet drug maker agrees to $3.75 billion
settlement. Circulation. 1999;100(25):e133-134.
Phenylpropanolamine (PPA) Information Page. FDA/Center
for Drug Evaluation and Research. Accessed April 18, 2003.
Horwitz RI, Brass LM, Kernan WN, Viscoli CM.
Phenylpropanolamine & risk of hemorrhagic stroke. The
Hemorrhagic Stroke Project. May 10, 2000. Accessed April
18, 2003.
Kernan WN, Viscoli CM, Brass LM, et al.
Phenylpropanolamine and the risk of hemorrhagic stroke. N
Engl J Med. 2000;343(25):1826-1832.
FDA Oncology Tools Approval Summary for docetaxel for
For locally advanced or metastatic non-small cell lung
cancer after failure of prior platinum-based chemotherapy.
U.S. Food and Drug Administration • Center for Drug
Evaluation and Research. Available at:
http://www.accessdata.fda.gov/scripts/cder/onctools/summar
y.cfm?ID=143. Accessed May 9, 2003.
FDA Approves Sibutramine to Treat Obesity. At a dose of
15 mg, the average weight loss, beyond placebo, was only 10
1/2 pounds. FDA Talk Paper. November 24, 1997.
Wolfe SM, Sasich LD, Barbehenn E. Petition to FDA to ban
the diet drug sibutramine (MERIDIA) (HRG Publication
#1613). Public Citizen Health Research Group. March 19,
2002. Accessed April 19, 2003.
Harris G. F.D.A. Failing in Drug Safety, Official Asserts.
New York Times. November 19, 2004.
Petersen M. Court Papers Suggest Scale of Drug's Use. New
York Times.
493

64.

65.

66.

67.

68.

69.

70.

71.

72.

http://www.nytimes.com/2003/05/30/business/30DRUG.html
?pagewanted=all&position=. May 30, 2003.
O'Meara S, Riemsma R, Shirran L, Mather L, ter Riet G. A
rapid and systematic review of the clinical effectiveness and
cost-effectiveness of orlistat in the management of obesity.
Health Technol Assess. 2001;5(18):1-81.
Saul S. First Over-Counter Diet Drug Passes Hurdle. NY
Times. http://www.nytimes.com/2006/04/07/health/07cnddiet.html?hp&ex=1144468800&en=6648f1f66c5c5331&ei=
5094&partner=homepage. April 7, 2006.
Breitstein J. Spending Hits A Wall. Pharmaceutical
Executive.
2002;http://www.imshealth.com/vgn/images/portal/cit_4000
0873/40054155RHMod-PressRoomSpending%20Hits%20Wall-Sept2002.pdf.
Topamax (topriamate) Product Information. Center for Drug
Evaluation and Research
http://www.fda.gov/cder/approval/index.htm. Accessed April
15, 2003.
Listing of Drug Product Information by Retail Sales.
myOrangeBook.com.
http://www.myorangebook.com/subs/Sales/2001.php.
Accessed April 13, 2003.
Gadde KM, Franciscy DM, Wagner I, H. Ryan K. , Krishnan
RR. Zonisamide for Weight Loss in Obese Adults - A
Randomized Controlled Trial. JAMA. 2003;289(14):18201825.
Fessenden F. Studies of Dietary Supplements Come Under
Growing Scrutiny. New York Times. June 23, 2003.
http://www.nytimes.com/2003/06/23/national/23DIET.html?
pagewanted=all&position=.
Gastrointestinal surgery for severe obesity. Proceedings of a
National Institutes of Health Consensus Development
Conference. March 25-27, 1991, Bethesda, MD. Am J Clin
Nutr. 1992;55(2 (Suppl)):487S-619S.
Grady D. Operation for Obesity Leaves Some in Misery.
New York Times.
http://www.nytimes.com/2004/05/04/health/nutrition/04FAT.
html?pagewanted=all&position=. May 4, 2004.
494

73.

74.
75.
76.
77.

78.

79.
80.
81.

82.
83.

Rationale for the Surgical Treatment of Morbid Obesity. The
American Society for Bariatric Surgery (ASBS).
http://www.asbs.org./html/rationale/rationale.html.
11/29/2001. Available at:
http://www.asbs.org./html/rationale/rationale.html.
Pories WJ, ea. Who would have thought it? An operation
proves to be the most effective therapy for adult-onset
diabetes mellitus. Ann Surg. 1995;222(3):339-350.
Dixon JB, Chapman L, O'Brien PO. Marked improvement in
asthma after Lap-Band surgery for morbid obesity. Obes
Surg. 1999;9:385-389.
Charuzi I, Lavie P, Peiser J, Peled R. Bariatric surgery in
morbidly obese sleep-apnea patients: short- and long-term
follow-up. Am J Clin Nutr,. 1992;55(2 Suppl):594S-S596S.
Sugerman HJ, Fairman RP, Sood RK, Engle K, Wolfe L,
Kellum JM. Long-term effects of gastric surgery for treating
respiratory insufficiency of obesity. Am J Clin Nutr.
1992;55(2 Suppl):597S-601S.
Sjostrom CD. Reduction in incidence of diabetes,
hypertension and lipid disturbances after intentional weight
loss induced by bariatric surgery: the SOS Intervention
Study. Obes Res. 1999;7(5):477-484.
Torgerson JS, Sjostrom L. The Swedish Obese Subjects
(SOS) study--rationale and results. Int J Obes Relat Metab
Disord. 2001;25(Suppl 1:):S2-4.
Kral JG, Sjostrom LV, Sullivan MB. Assessment of quality
of life before and after surgery for severe obesity. Am J Clin
Nutr. 1992;55(2 Suppl):611S-614S.
Rand CS, Macgregor A, Hankins G. Gastric bypass surgery
for obesity: weight loss, psychosocial outcome, and
morbidity one and three years later. South Med J.
1986;79(12):1511-1514.
Rand CS, Macgregor AM. Adolescents having obesity
surgery: a 6-year follow-up. South Med J. 1994;87(12):12081213.
Macgregor AM, Rand CS. Gastric surgery in morbid obesity.
Outcome in patients aged 55 years and older. Arch Surg.
1993;128(10):1153-1157.
495

84.
85.

86.

87.
88.

89.
90.

91.

92.
93.

Wittgrove AC, Clark GW. Laparoscopic gastric bypass,
roux-en-Y- 500 patients: technique and results, with 3-60
month follow-up. Obes Surg. 2000;10(3):233-239.
Vallis JM, Ross MA. The role of psychological factors in
bariatric surgery for morbid obesity: Identification of
psychological predictors of success. Obes Surg. 359
1993;4:346.
MEDICARE EXPANDS COVERAGE FOR LIFESAVING
OBESITY SURGERY-Private Insurers Expected to Follow
Suit. The American Society for Bariatric Surgery. Feb. 21,
2006. Accessed April 8, 2006.
Choban P, Lu B, Flancbaum L. Insurance decisions about
obesity surgery: a new type of randomization? Obes Surg.
2000;10(6):553-556.
Heffler S, Smith S, Keehan S, Borger C, Clemens MK,
Truffer C. Trends: U.S. Health Spending Projections For
2004-2014. Health Aff. February 23, 2005;24(1):185-194
http://content.healthaffairs.org/cgi/reprint/hlthaff.w185.174v
181.
Wolf AM, Colditz GA. Current estimates of the economic
cost of obesity in the United States. Obes Res. 1998;6(2):97106.
Miller M. Feeding our diet obsession - Weight-loss fads fuel
a high-stakes industry in which profits seem to be growing
ever fatter. LA Times. May 5, 2003.
http://www.latimes.com/features/health/la-hediet5may05,1,6438673.story?coll=la%2Dheadlines%2Dheal
th.
MacGregor HE. Armed with a grocery cart, and a critical eye
- With all the choices, what's a shopper to do? A food activist
offers advice, aisle by aisle. LA Times.
http://www.latimes.com/features/health/la-hegroceries29may29,0,6106749,full.story?coll=la-homehealth. May 29, 2006.
Duenwald M. An 'Eat More' Message for a Fattened
America. New York Times. February 19, 2002.
Bowman SA, Spence JT. A Comparison of LowCarbohydrate vs. High-Carbohydrate Diets: Energy
496

94.

95.

96.
97.

98.
99.
100.
101.

102.
103.

104.

Restriction, Nutrient Quality and Correlation to Body Mass
Index. 2002;21(3):268-274.
National Weight Control Registry. University of Colorado
Center for Human Nutrition. Available at:
http://www.uchsc.edu/nutrition/nwcr.htm. Accessed
February 2, 2003.
Lifestyle Advantage. Highmark and Dr. Dean Ornish.
access date: April 22, 2003
https://www.lifestyleadvantage.org/about.html. Accessed
April 22, 2003.
Ornish D, Brown SE, Scherwitz LW, et al. Can lifestyle
changes reverse coronary heart disease? The Lifestyle Heart
Trial. Lancet. 1990;336(8708):129-133.
Kolata G. Weight Loss Surgery May Soon Be Paid by
Medicare. New York Times.
http://www.nytimes.com/2004/09/30/business/30obese.html?
pagewanted=all&position=. September 30, 2004.
Cooney RN, Bryant P. The impact of a clinical pathway for
gastric bypass surgery on resource utilization. J Surg Res.
2001;98(2):97-101.
Hauri P, Horber FF. Is bariatric surgery worth its costs?
Obes Surg. 1999;9(5):480-483.
Martin LF, White S. Cost-benefit analysis for the treatment
of severe obesity. World J Surg. 1998;22(9):1008-1017.
Quesenberry CP, Jr., Caan B. Obesity, health services use,
and health care costs among members of a health
maintenance organization. Arch Intern Med.
1998;158(5):466-472.
A Citizen's Guide to the Federal Budget Budget of the
United States Government Fiscal Year 2001. Washington,
DC: Office of Management and Budget.
Narbro K, Agren G, Jonsson E, et al. Pharmaceutical costs in
obese individuals: comparison with a randomly selected
population sample and long-term changes after conventional
and surgical treatment: the SOS intervention study. Arch
Intern Med. 2002;162(18):2061-2069.
Phentermine. Drugstore.com. Access date: April 11, 2003.
http://www.drugstore.com/pharmacy/prices/drugprice.asp?n
dc=00185064401&trx=1Z5006. Accessed April 15, 2003.
497

105.
106.

107.
108.

109.
110.
111.
112.
113.
114.
115.
116.
117.

118.

Phentermine Price. Corner pill store. Access date: April 17,
2003 http://www.cornerpillstore.com/phentermine.htm.
Adipex Appetite Suppressant Capsules. Pill Drugstore.
Access date: April 15, 2003
http://www.pilldrugstore.com/msn/adipex.html. Accessed
April 15, 2003.
Yanovski SZ, Yanovski JA. Obesity. N Engl J Med.
February 21, 2002 2002;346(8):591-602.
Bontril (phendimetrazine). Drugstore.com. Access date:
April 15, 2003.
http://www.drugstore.com/pharmacy/prices/drugprice.asp?n
dc=00086004810&trx=1Z5006. Accessed April 15, 2003.
Bontril Price. Corner pill store. Access date: April 17, 2003
http://www.cornerpillstore.com/bontril.htm.
Phendimetrazine Price. Corner pill store. Access date: April
17, 2003
http://www.cornerpillstore.com/phendimethrazine.htm.
Didrex Price. Corner pill store. Access date: April 17, 2003
http://www.cornerpillstore.com/didrex.htm.
Tenuate Price. Corner pill store. Access date: April 17, 2003
http://www.cornerpillstore.com/tenuate.htm.
Tenuate Price at Pill Drug Store. Pill Drug Store. Access
date: April 17, 2003
http://www.pilldrugstore.com/hamlet/tenuate.html.
Diethylproprion Price. Corner pill store. Access date: April
17, 2003
http://www.cornerpillstore.com/diethylproprion.htm.
Diethylproprion Price at Pill Store. Pill store. Access date:
April 17, 2003 https://secure.pillstore.com/cgibin/v2.0/productpage.pl?ProductName=Tenuate.
Xenical Price at Corner pill store. Corner pill store. Access
date: April 17, 2003
http://www.cornerpillstore.com/xenical.htm.
Xenical (sibutramine) at Drugstore.com. Drugstore.com.
Access date: April 15, 2003.
http://www.drugstore.com/pharmacy/prices/drugprice.asp?n
dc=00004025652. Accessed April 15, 2003.
Grady D. Quest for Weight-Loss Drug Takes an Unusual
Turn. New York Times. April 15, 2003.
498

119.

120.

121.

122.
123.

124.

http://www.nytimes.com/2003/04/15/health/15WEIG.html?pa
gewanted=2. April 15, 2003.
O'Connor A, Grady D. FDA. Moves to Let Drug Treat Obese
Teenagers. New York Times.
http://www.nytimes.com/2003/12/16/health/16FAT.html?hp.
December 16, 2003.
Xenical (Orlistat) Printed Label. FDA Access Date: April 17,
2003.
http://www.fda.gov/cder/foi/nda/99/020766a_xenical_prntlbl
_P1.pdf. Accessed April 17, 2003.
Zonegran at Drugstore.com. Drugstore.com. Access date:
April 15, 2003.
http://www.drugstore.com/pharmacy/prices/drugprice.asp?n
dc=59075068010. Accessed April 15, 2003.
Topamax. Drugstore.com. Access date: April 15, 2003.
http://www.drugstore.com/pharmacy/prices/drugprice.asp?n
dc=00045064265&trx=1Z5006. Accessed April 15, 2003.
McElroy SL, Arnold LM, Shapira NA, et al. Topiramate in
the treatment of binge eating disorder associated with
obesity: a randomized, placebo-controlled trial. Am J
Psychiatry. 2003;160(2):255-261.
Cox GW, Atkins MD. Agricultural Ecology: An Analysis of
World Food Production Systems. San Francisco: W.H.
Freeman and Co; 1979. page 618.

Chapter 5
1.
Lipitor (atorvastatin). Drugstore.com. Available at:
http://www.drugstore.com/pharmacy/prices/drugprice.asp?nd
c = 00006073261&trx = 1Z5006. Accessed March 22, 2004.
2.
Medicare Drug Benefit Calculator. The Henry J. Kaiser
Family
Foundation.
Available
at:
http://www.kaisernetwork.org/static/kncalc.cfm. Accessed
March 22, 2004.
3.
Mevacor (lovastatin). Drugstore.com. Available at:
http://www.drugstore.com/pharmacy/prices/drugprice.asp?nd
c = 00006073261&trx = 1Z5006. Accessed April 24, 2003.
4.
Cannon CP, Braunwald E, McCabe CH, et al. Comparison of
Intensive and Moderate Lipid Lowering with Statins after
499

5.

6.
7.

8.
9.

10.

11.
12.

13.

Acute Coronary Syndromes. N Engl J Med. March 8, 2004
2004:NEJMoa040583.
Lipitor (atorvastatin calcium) tablets product information.
U.S. Food and Drug Administration. June 2001. Available
at: http://www.fda.gov/cder/foi/label/2001/20702s25lbl.pdf.
Accessed March 22, 2004.
National Cholesterol Education Program Issues Major New
Cholesterol Guidelines. National Institutes of Health National Heart, Lung, and Blood Institute.
Maugh THI. Cholesterol Drug Regimen Offers Major
Benefits for Heart Patients - In a study, high doses of statins
cut the risk of death in subsequent cardiac arrest. LA Times.
http://www.latimes.com/news/science/la-scistatins9mar09,1,3521897.story?coll = la-home-headlines.
March 9, 2004.
Stein R. Striking Benefits Found In Ultra-Low Cholesterol.
Washington
Post.
http://www.washingtonpost.com/wpdyn/articles/A40105-2004Mar8.html. March 9, 2004.
The Statin Drugs - Prescription and Price Trends November
2004 to October 2005. Consumer Reports Best Buy Drugs.
January
2006.
Available
at:
http://www.crbestbuydrugs.org/PDFs/StatinAnalysis.pdf.
Accessed April 10, 2006.
Tang JL, Armitage JM, Lancaster T, et al. Systematic review
of dietary intervention trials to lower blood total cholesterol
in free-living subjects • Commentary: Dietary change,
cholesterol reduction, and the public health---what does
meta-analysis
add?
BMJ.
April
18,
1998
1998;316(7139):1213-1220.
Hooper L, Summerbell CD, Higgins JPT, et al. Dietary fat
intake and prevention of cardiovascular disease: systematic
review. BMJ. March 31, 2001 2001;322(7289):757-763.
Beresford SAA, Johnson KC, Ritenbaugh C, et al. Low-Fat
Dietary Pattern and Risk of Colorectal Cancer: The Women's
Health Initiative Randomized Controlled
Dietary
Modification Trial 10.1001/jama.295.6.643. JAMA. February
8, 2006;295(6):643-654.
Howard BV, Van Horn L, Hsia J, et al. Low-Fat Dietary
Pattern and Risk of Cardiovascular Disease: The Women's
500

14.

15.

16.

17.
18.
19.
20.
21.
22.
23.

24.

Health Initiative Randomized Controlled
Dietary
Modification Trial 10.1001/jama.295.6.655. JAMA. February
8, 2006;295(6):655-666.
Prentice RL, Caan B, Chlebowski RT, et al. Low-Fat Dietary
Pattern and Risk of Invasive Breast Cancer: The Women's
Health Initiative Randomized Controlled
Dietary
Modification Trial 10.1001/jama.295.6.629. JAMA. February
8, 2006;295(6):629-642.
Jenkins DJA, Kendall CWC, Marchie A, et al. Effects of a
Dietary Portfolio of Cholesterol-Lowering Foods vs
Lovastatin on Serum Lipids and C-Reactive Protein. JAMA.
2003;290:502-510.
Jenkins DJ, Kendall CW, Faulkner D, et al. A dietary
portfolio approach to cholesterol reduction: combined effects
of plant sterols, vegetable proteins, and viscous fibers in
hypercholesterolemia. Metabolism. 2002;51(12):1596-1604.
Ornish D, Brown SE, Scherwitz LW, et al. Can lifestyle
changes reverse coronary heart disease? The Lifestyle Heart
Trial. Lancet. 1990;336(8708):129-133.
McDougall JA, McDougall MA. The McDougall Plan for
Super Health and Life-Long Weight Loss: New Century
Publishers, Inc.; 1983.
Pritikin R. The New Pritikin Program - The easy and
delicious Way to Shed Fat, Lower your Cholesterol, and Stay
Fit. New York: Simon and Schuster; 1990.
Shintani T. The Good Carbohydrate Revolution. Vol 1. 1 ed.
New York, NY: Pocket Books; 2002.
Ornish D, Scherwitz LW, Billings JH, et al. Intensive
lifestyle changes for reversal of coronary heart disease.
JAMA. 1998;280(23):2001-2007.
Therapeutic response to lovastatin (mevinolin) in nonfamilial
hypercholesterolemia. A multicenter study. The Lovastatin
Study Group II. JAMA. 1986;256(20):2829-2834.
Havel RJ, Hunninghake DB, Illingworth DR, et al.
Lovastatin (mevinolin) in the treatment of heterozygous
familial hypercholesterolemia. A multicenter study. Ann
Intern Med. 1987;107(5):609-615.
Bradford RH, Shear CL, Chremos AN, et al. Expanded
Clinical Evaluation of Lovastatin (EXCEL) study results. I.
501

25.

26.

27.

28.

29.

30.

31.

32.

Efficacy in modifying plasma lipoproteins and adverse event
profile in 8245 patients with moderate hypercholesterolemia.
Archives of Internal Medicine. 1991;151(1):43-49.
Bradford RH, Shear CL, Chremos AN, et al. Expanded
clinical evaluation of lovastatin (EXCEL) study results: III.
Efficacy in modifying lipoproteins and implications for
managing patients with moderate hypercholesterolemia.
American Journal of Medicine. 1991;91(1B):18S-24S.
Dujovne CA, Chremos AN, Pool JL, et al. Expanded clinical
evaluation of lovastatin (EXCEL) study results: IV.
Additional perspectives on the tolerability of lovastatin.
American Journal of Medicine. 1991;91(1B):25S-30S.
Laties AM, Shear CL, Lippa EA, et al. Expanded clinical
evaluation of lovastatin (EXCEL) study results. II.
Assessment of the human lens after 48 weeks of treatment
with lovastatin. American Journal of Cardiology.
1991;67(6):447-453.
Shear CL, Franklin FA, Stinnett S, et al. Expanded Clinical
Evaluation of Lovastatin (EXCEL) study results. Effect of
patient characteristics on lovastatin-induced changes in
plasma concentrations of lipids and lipoproteins. Circulation.
1992;85(4):1293-1303.
Bradford RH, Shear CL, Chremos AN, et al. Expanded
Clinical Evaluation of Lovastatin (EXCEL) study results:
two-year efficacy and safety follow-up. American Journal of
Cardiology. 1994;74(7):667-673.
Mevacor (lovastatin). Product information. Merck and
Company,
Inc.
http://www.merck.com/product/usa/pi_circulars/m/mevacor/
mevacor_pi.pdf. June 2002.
Mevacor Approved by FDA. U.S. Food and Drug
Administration.
February
1997.
Available
at:
http://www.fda.gov/medwatch/safety/1997/feb97.htm#meva
co. Accessed May 5, 2004.
Downs JR, Clearfield M, Weis S, et al. Design & rationale of
the Air Force/Texas Coronary Atherosclerosis Prevention
Study (AFCAPS/TexCAPS). Am J Cardiol. 1997;80(3):287293.
502

33.

34.

35.

36.
37.
38.

39.

40.

41.

Downs JR, Clearfield M, Weis S, et al. Primary prevention
of acute coronary events with lovastatin in men and women
with average cholesterol levels: results of Air Force/Texas
Coronary
Atherosclerosis
Prevention
Study
(AFCAPS/TexCAPS). JAMA. 1998;279(20):1615-1622.
Downs JR, Clearfield M, Tyroler HA, et al. Air Force/Texas
Coronary
Atherosclerosis
Prevention
Study
(AFCAPS/TEXCAPS):
additional
perspectives
on
tolerability of long-term treatment with lovastatin. Am J
Cardiol. 2001;87(9):1074-1079.
Newly Approved Drug Therapies Listing -- Drug Name:
Mevacor
(lovastatin)
tablets.
CenterWatch.
http://www.centerwatch.com/patient/drugs/dru554.html.
November 14, 2000. Accessed April 3, 2003.
Randomised trial of cholesterol lowering in 4444 patients
with coronary heart disease: the Scandinavian Simvastatin
Survival Study (4S). Lancet. 1994;344(8934):1383-1389.
Uemura K, Pisa Z. Trends in cardiovascular disease
mortality in industrialized countries since 1950. World
Health Stat Q. 1988;41(3-4):155-178.
Chambless L, Keil U, Dobson A, et al. Population versus
clinical view of case fatality from acute coronary heart
disease: results from the WHO MONICA Project 1985-1990.
Multinational MONItoring of Trends and Determinants in
CArdiovascular Disease. Circulation. 1997;96(11):38493859.
Tunstall-Pedoe H, Kuulasmaa K, Mahonen M, Tolonen H,
Ruokokoski E, Amouyel P. Contribution of trends in
survival and coronary-event rates to changes in coronary
heart disease mortality: 10-year results from 37 WHO
MONICA project populations. Monitoring trends and
determinants
in
cardiovascular
disease.
Lancet.
1999;353(9164):1547-1557.
MRC/BHF Heart Protection Study of cholesterol lowering
with simvastatin in 20,536 high risk individuals: a
randomized placebo controlled trial. Heart Protection Study
Collaborative Group. Lancet. 2002;360:7-22.
Shepherd J, Cobbe SM, Ford I, et al. Prevention of coronary
heart
disease
with
pravastatin
in
men
with
503

42.

43.

44.

45.

46.

47.

48.

hypercholesterolemia. West of Scotland Coronary
Prevention Study Group. New England Journal of Medicine.
1995;333(20):1301-1307.
Drugs Approved by the FDA -- Drug Name: Pravachol
(pravastatin sodium). Center Watch: Clinical Trials Listing
Service.
http://www.centerwatch.com/patient/drugs/dru89.html.
Accessed May 17, 2006.
Major Outcomes in Moderately Hypercholesterolemic,
Hypertensive Patients Randomized to Pravastatin vs Usual
Care. The Antihypertensive and Lipid-Lowering Treatment
to Prevent Heart Attack Trial (ALLHAT-LLT). The
ALLHAT Officers and Coordinators for the ALLHAT
Collaborative Research Group. JAMA. 2002;288(23):29983007.
Sacks FM, Pfeffer MA, Moye LA, et al. The effect of
pravastatin on coronary events after myocardial infarction in
patients with average cholesterol levels. the Cholesterol and
Recurrent Events Trial Investigators. New Engl J Med.
1996;335(14):1001-1009.
Long-term Intervention with Pravastatin in Ischemic Disease
(LIPID) Study Group. Prevention of cardiovascular events
and death with pravastatin in patients with coronary heart
disease and a broad range of initial cholesterol levels. N Engl
J Med. 1998;339(19):1349-1357.
Long-term effectiveness and safety of pravastatin in 9014
patients with coronary heart disease and average cholesterol
concentrations: the LIPID trial follow-up. The LIPID Study
Group (Long-term Intervention with Pravastatin in
Ischaemic Disease). Lancet. 2002;359(9315):1379-1387.
Drugs Approved by the FDA -- Drug Name: Pravachol
(pravastatin
sodium).
CenterWatch.
http://www.centerwatch.com/patient/drugs/dru89.html.
March 1998. Accessed April 3, 2003.
Shepherd J, Blauw GJ, Murphy MB, et al. Pravastatin in
elderly individuals at risk of vascular disease (PROSPER): a
randomised controlled trial. Lancet. 2002;360(9346):16231630.
504

49.

50.

51.

52.

53.

54.
55.
56.
57.
58.

Jones P, Kafonek S, Laurora I, Hunninghake D. Comparative
dose efficacy study of atorvastatin versus simvastatin,
pravastatin, lovastatin, and fluvastatin in patients with
hypercholesterolemia (the CURVES study). American
Journal of Cardiology. 1998;81(5):582-587.
Sever PS, Dahlöf B, Poulter NR, et al. Prevention of
coronary and stroke events with atorvastatin in hypertensive
patients who have average or lower-than-average cholesterol
concentrations, in the Anglo-Scandinavian Cardiac
Outcomes Trial--Lipid Lowering Arm (ASCOT-LLA): a
multicentre
randomised
controlled
trial.
Lancet.
2003;361(9364):1149-1158.
Lescol (fluvastatin) prescribing information. Novartis
Pharmaceuticals USA. August 2002. Available at:
http://www.pharma.us.novartis.com/product/pi/pdf/Lescol.pd
f. Accessed April 6, 2003.
Serruys PW, de Feyter P, Macaya C, et al. Fluvastatin for
prevention of cardiac events following successful first
percutaneous coronary intervention: a randomized controlled
trial. JAMA. 2002;287(24):3215-3222.
Lescol Prescribing Information. Novartis. April 26, 2005.
Available
at:
http://www.ca.novartis.com/downloads/en/products/lescol_s
crip_e.pdf. Accessed April 10, 2006.
Staffa JA, Chang J, Green L. Cerivastatin and Reports of
Fatal Rhabdomyolysis. N Engl J Med. February 14, 2002
2002;346(7):539-a-540.
Bayer in Talks on Cholesterol Drug Cases. New York Times
(AP).
http://www.nytimes.com/aponline/health/AP-BayerBayco.html. February 25, 2003, 2006.
FDA Approves Another Cholesterol Drug. New York Times
(AP).
http://www.nytimes.com/aponline/health/APCholesterol-Drug.html. August 13, 2003, 2006.
Wolfe SM, Sasich LD, Barbehenn E. Crestor (rosuvastatin)
????? safety issues. Public Citizen Health Research Group.
Accessed September 5, 2003.
Brown WV. Cholesterol lowering in atherosclerosis. Am J
Cardiol. 2000;86(4B):29H-32H.
505

59.

60.

61.

62.
63.
64.

65.

66.
67.
68.

Shepherd J, Hunninghake DB, Barter P, McKenney JM,
Hutchinson HG. Guidelines for lowering lipids to reduce
coronary artery disease risk: a comparison of rosuvastatin
with atorvastatin, pravastatin, and simvastatin for achieving
lipid-lowering goals. Am J Cardiol. 2003;91(5A):11C-17C.
American Heart Association. Heart Disease and Stroke
Statistics — 2005 Update. American Heart Association.
Dallas,
Tex.
Available
at:
http://www.americanheart.org/presenter.jhtml?identifier
=
1928. Accessed August 19, 2005.
Frolkis JP, Pearce GL, Nambi V, Minor S, Sprecher DL.
Statins do not meet expectations for lowering low-density
lipoprotein cholesterol levels when used in clinical practice.
American Journal of Medicine. 2002;113(8):625-629.
Larkin M. Lowering Cholesterol. FDA Consumer magazine.
http://www.fda.gov/bbs/topics/CONSUMER/CON00273.html
; 1994.
WelChol (colesevelam). Product information. GelTex
Pharmaceuticals, Inc. February 2003. Available at:
http://www.fda.gov/cder/approval/index.htm.
Third Report of the Expert Panel on Detection, Evaluation,
and Treatment of High Blood Cholesterol in Adults (Adult
Treatment Panel III). National Cholesterol Education
Program.
May
2001.
Available
at:
http://www.nhlbi.nih.gov/guidelines/cholesterol/profmats.ht
m. Accessed April 2, 2003.
Tricor (fenofibrate tablets) Prescribing Information. Abbott
Labs.
February
2003.
Available
at:
http://www.rxabbott.com/pdf/tricorpi.pdf. Accessed March
23, 2004.
Niaspan (niacin extended release tablets) product
information.
Kos
Pharmaceutical.
http://www.niaspan.com/global/asp/PrescribingInfo.pdf.
Zetia (ezetimibe) prescribing information. Merck Shering
Plough
Pharmaceuticals.
2002.
Available
at:
http://www.zetia.com. Accessed April 11, 2003.
Degnan FH, Flamm WG. Living with and Reforming the
Delaney Clause. Food and Drug Law Journal. 1995;50:235256.
506

69.
70.
71.

72.
73.

74.

75.
76.
77.
78.

79.

Bjerre LM, LeLorier J. Do statins cause cancer? A metaanalysis of large randomized clinical trials. Am J Med.
2001;110(9):716-723.
Cancer Facts and Figures 2002. American Cancer Society.
http://www.cancer.org/downloads/STT/CancerFacts&Figure
s2002TM.pdf. Accessed April 10, 2003.
Atromid-S - generic name: Clofibrate. Drugstore.com.
Available
at:
http://www.drugstore.com/pharmacy/prices/drugprice.asp?nd
c = &drug = Atromid%2DS. Accessed April 9, 2003.
Hunninghake DB. Drug treatment of dyslipoproteinemia.
Endocrinol Metab Clin North Am. 60 1990;19(2):345.
Cressman MD, Hoogwerf BJ, Moodie DS, Olin JW,
Weinstein CE. HMG-CoA reductase inhibitors. A new
approach to the management of hypercholesterolemia. Cleve
Clin J Med. 1988;55(1):93-100.
Pasternak RC, Smith SC, Jr., Bairey-Merz CN, Grundy SM,
Cleeman JI, Lenfant C. Advisory on the use and safety of
statins. ACC/AHA/NHLBI. J Am Coll Cardiol.
2002;40:567-572.
Spach DH, Bauwens JE, Clark CD, Burke WG.
Rhabdomyolysis associated with lovastatin and erythromycin
use. Western Journal of Medicine. 1991;154(2):213-215.
Pierce LR, Wysowski DK, Gross TP. Myopathy and
rhabdomyolysis associated with lovastatin-gemfibrozil
combination therapy. JAMA. 1990;264(1):71-75.
Corpier CL, Jones PH, Suki WN, et al. Rhabdomyolysis and
renal injury with lovastatin use. Report of two cases in
cardiac transplant recipients. JAMA. 1988;260(2):239-241.
Fischer C, Wolfe SM, Sasich L, Lurie P. Petition to the FDA
to issue strong warnings about the potential for certain
cholesterol-lowering drugs to cause potentially lifethreatening muscle damage. (HRG Publication #1588).
Public
Citizen
Health
Research
Group.
http://www.citizen.org/publications/release.cfm?ID = 7051.
August 20, 2001. Accessed April 3, 2003.
A co-operative trial in the primary prevention of ischaemic
heart disease using clofibrate. Report from the Committee of
507

80.
81.
82.
83.
84.
85.

86.

87.
88.
89.
90.
91.

Principal
Investigators.
British
Heart
Journal.
1978;40(10):1069-1118.
Stolberg SG, Gerth J. Statin Wars--Drug Makers Design
Studies With Eye to Competitive Edge. December 23, 2000.
Hyman DJ, Pavlik VN. Characteristics of patients with
uncontrolled hypertension in the United States. N Engl J
Med. 2001;345:479-486.
Schectman G, Hiatt J. Drug therapy for hypercholesterolemia
in patients with cardiovascular disease: factors limiting
achievement of lipid goals. Am J Med. 1996;100(2):197-204.
Zetia
(ezetimibe).
Drugstore.com.
Available
at:
http://www.drugstore.com/pharmacy/prices/drugprice.asp?nd
c = 60598000301&trx = 1Z5006. Accessed August 20, 2005.
Smith A. Vytorin sales rise during debut year. CNN Money.
June 20, 2005. Accessed August 20, 2005.
Drugmakers' 4Q Profit, Revenue Rises. ABC News. January
30,
2006.
Available
at:
http://abcnews.go.com/Business/wireStory?id = 1558894.
Accessed April 10, 2006.
Niaspan (extended release nicotinic acid). Drugstore.com.
Available
at:
http://www.drugstore.com/pharmacy/prices/drugprice.asp?nd
c = 60598000301&trx = 1Z5006. Accessed April 11, 2003.
Lopid (Gemfibrozil). Drugstore.com. Available at:
http://www.drugstore.com/pharmacy/prices/drugprice.asp?nd
c = 00093067005. Accessed April 24, 2003.
Trico
(fenofibrate).
Drugstore.com.
Available at:
http://www.drugstore.com/pharmacy/prices/drugprice.asp?nd
c = 00074400990&trx = 1Z5006. Accessed April 24, 2003.
Colestid (Colestipol). Drugstore.com. Available at:
http://www.drugstore.com/pharmacy/prices/drugprice.asp?nd
c = 00009026004&trx = 1Z5006. Accessed April 9, 2003.
WelChol (Colesevelam). Drugstore.com. Available at:
http://www.drugstore.com/pharmacy/prices/drugprice.asp?nd
c = 65597070118. Accessed April 24, 2003.
Questran (Cholestyramine). Drugstore.com. Available at:
http://www.drugstore.com/pharmacy/prices/drugprice.asp?nd
c = 00087058011&trx = 1Z5006. Accessed April 9, 2003.
508

Chapter 6
1.
Bennett C. Control Your Blood Pressure Without Drugs.
New York, NY: Doubleday; 1984.
2.
Chobanian AV, Bakris GL, Black HR, et al. The Seventh
Report of the Joint National Committee on Prevention,
Detection, Evaluation, and Treatment of High Blood
Pressure: the JNC 7 report. National Heart, Lung, and Blood
Institute Joint National Committee on Prevention, Detection,
Evaluation, and Treatment of High Blood Pressure; National
High Blood Pressure Education Program Coordinating
Committee. JAMA. 2003;289(19):2560-2572.
3.
Lewington S, Clarke R, Qizilbash N, Peto R, Collins R. Agespecific relevance of usual blood pressure to vascular
mortality: a meta-analysis of individual data for one million
adults in 61 prospective studies. Prospective Studies
Collaboration. Lancet. 2002;360(9349):1903-1913.
4.
Saul S. Unease on Industry's Role in Hypertension Debate.
NY
Times.
http://www.nytimes.com/2006/05/20/business/20hyper.html?
ei = 5094&en = a98fc2622f7af4de&hp = &ex =
1148184000&partner = homepage&pagewanted = all. May
20, 2006.
5.
Vasan RS, Beiser A, Seshadri S, al. e. Residual lifetime risk
for developing hypertension in middle-aged women and
men: the Framingham Heart Study. JAMA. 2002;287:10031010.
6.
Cherry DK, Woodwell DA. National Ambulatory Medical
Care Survey: 2000 summary. Adv Data. 2002;328:1-32.
7.
Burt VL, Whelton P, Roccella EJ, et al. Prevalence of
hypertension in the U.S. adult population: results from the
Third National Health and Nutrition Examination Survey,
1988–1991. Hypertension. 1995;25:305-313.
8.
National High Blood Pressure Education Program. U.S.
Department of Health and Human Services, National Heart,
Lung,
and
Blood
Institute.
Available
at:
http://www.nhlbi.nih.gov/about/nhbpep/index.htm. Accessed
June 14, 2003.

509

9.
10.

11.

12.

13.

14.

15.

16.

17.

Hajjar I, Kotchen TA. Trends in Prevalence, Awareness,
Treatment, and Control of Hypertension in the United States,
1988-2000. JAMA. 2003;290:199-206.
Greenlund KJ, Zheng ZJ, Keenan NL, et al. Trends in Selfreported Multiple Cardiovascular Disease Risk Factors
Among Adults in the United States, 1991-1999. Arch Intern
Med. January 26, 2004 2004;164(2):181-188.
Whelton PK, He J, Appel LJ, et al. Primary prevention of
hypertension: clinical and public health advisory from The
National High Blood Pressure Education Program. JAMA.
2002;288(15):1882-1888.
Effects of weight loss and sodium reduction intervention on
blood pressure and hypertension incidence in overweight
people with high-normal blood pressure. The Trials of
Hypertension Prevention, phase II. The Trials of
Hypertension Prevention Collaborative Research Group.
Arch Intern Med. March 24, 1997 1997;157(6):657-667.
Chobanian AV, Hill M. National Heart, Lung, and Blood
Institute Workshop on Sodium and Blood Pressure - A
Critical Review of Current Scientific Evidence.
Hypertension. 2000;35:858.
Effects of weight loss and sodium reduction intervention on
blood pressure and hypertension incidence in overweight
people with high-normal blood pressure. The Trials of
Hypertension Prevention, phase II. The Trials of
Hypertension Prevention Collaborative Research Group.
Arch Intern Med. 1997;157(6):657-667.
He J, Whelton PK, Appel LJ, Charleston J, Klag MJ. Longterm effects of weight loss and dietary sodium reduction on
incidence of hypertension. Hypertension. 2000;35(2):544549.
Vollmer WM, Sacks FM, Ard J, et al. Effects of diet and
sodium intake on blood pressure: subgroup analysis of the
DASH-sodium trial. Ann Intern Med. 2001;135(12):10191028.
Sacks FM, Svetkey LP, Vollmer WM, et al. Effects on Blood
Pressure of Reduced Dietary Sodium and the Dietary
Approaches to Stop Hypertension (DASH) Diet. N Engl J
Med. January 4, 2001;344(1):3-10.
510

18.
19.

20.

21.

22.

23.
24.
25.

26.
27.

Whelton SP, Chin A, Xin X, He J. Effect of aerobic exercise
on blood pressure: a meta-analysis of randomized, controlled
trials. Ann Intern Med. 2002;136(7):493-503.
Kelley GA, Kelley KS. Progressive Resistance Exercise and
Resting Blood Pressure : A Meta-Analysis of Randomized
Controlled Trials. Hypertension. March 1, 2000
2000;35(3):838-843.
Xin X, He J, Frontini MG, Ogden LG, Motsamai OI,
Whelton PK. Effects of Alcohol Reduction on Blood
Pressure: A Meta-Analysis of Randomized Controlled Trials.
Hypertension. November 1, 2001 2001;38(5):1112-1117.
Trend Data Nationwide--Obesity: By Body Mass Index.
Behavioral Risk Factor Surveillance System of the National
Center for Chronic Disease Prevention & Health Promotion.
Available
at:
http://apps.nccd.cdc.gov/brfss/Trends/trendchart.asp?qkey =
10010&state = U.S.. Accessed January 31, 2003.
Physical Activity and Health. Centers for Disease Control
and Prevention - National Center for Chronic Disease
Prevention and Health Promotion. The President's Council
on Physical Fitness and Sports. Surgeon General's Report.
1999. Available at: http://www.cdc.gov/nccdphp/sgr/sgr.htm.
Accessed April 13, 2004.
Trends in Intake of Energy and Macronutrients --- United
States, 1971--2000. MMWR. February 6, 2004;53(04):80-82.
Flegal KM, Carroll MD, Ogden CL, Johnson CL. Prevalence
and Trends in Obesity Among U.S. Adults, 1999-2000.
JAMA. 2002;288(14):1723-1727.
Food consumption (per capita) data system. Economic
Research Service of USDA. April 4, 2002. Available at:
http://www.ers.usda.gov/Data/FoodConsumption/DataSyste
m.asp?ERSTab = 3. Accessed June 15, 2003.
Popkin BM, Siega-Riz AM, Haines PS, Jahns L. Where's the
Fat? Trends in U.S. Diets 1965–1996. Prev. Med.
2001;32(3):245-254.
Statistical Fact Sheet--Risk Factors--Tobacco Statistics.
American
Heart
Association.
Available
at:
http://www.americanheart.org/downloadable/heart/10778714
60899FS17TOB4.pdf. Accessed August 1, 2004.
511

28.
29.
30.
31.
32.
33.

34.
35.

36.
37.

38.

Cigarette smoking among adults -- United States, 2002.
MMWR. March 28,2004;53(20):427-431.
Ornish D. Eat More, Weigh Less. New York: Harper Collins;
1993.
McDougall JA, McDougall MA. The McDougall Plan for
Super Health and Life-Long Weight Loss: New Century
Publishers, Inc.; 1983.
Shintani T. The Good Carbohydrate Revolution. Vol 1. 1 ed.
New York, NY: Pocket Books; 2002.
Ram CV, Garrett BN, Kaplan NM. Moderate sodium
restriction and various diuretics in the treatment of
hypertension. Arch Intern Med. 1981;141(8):1015-1019.
Grimm RHJ, Margolis KL, Papademetriou VV, et al.
Baseline
Characteristics
of
Participants
in
the
Antihypertensive and Lipid Lowering Treatment to Prevent
Heart
Attack
Trial
(ALLHAT).
Hypertension.
2001;37(1):19-27.
Leren P, Helgeland A. Coronary heart disease and treatment
of hypertension. Some Oslo Study data. Am J Med.
1986;80(2A):3-6.
Drug Information - Hydrochlorothiazide. Medscape from
Web
MD.
Available
at:
http://www.medscape.com/druginfo/SideEffect?id
=
12104&name
=
ATENOLOL+ORAL&DrugType
=
1&MenuID = ADE&ClassID = N&GeneralStatement = N.
Accessed June 26, 2003.
Effects of treatment on morbidity in hypertension. II. Results
in patients with diastolic blood pressure averaging 90
through 114 mm Hg. JAMA. 1970;213(7):1143-1152.
Evaluation of drug treatment in mild hypertension: VANHLBI feasibility trial. Plan and preliminary results of a
two-year feasibility trial for a multicenter intervention study
to evaluate the benefits versus the disadvantages of treating
mild
hypertension.
Prepared
for
the
Veterans
Administration-National Heart, Lung, and Blood Institute
Study Group for Evaluating Treatment in Mild
Hypertension. Ann N Y Acad Sci. 1978;304:267-292.
Abernethy JD, Baker JL, Bullen MU, Lamb ML, Stewart
MR. Report on progress in the Australian National Blood
512

39.
40.

41.

42.
43.

44.

45.
46.

47.

Pressure Study (NBPS). Clin Sci Mol Med Suppl.
1976;3:645s-647s.
Untreated mild hypertension. A report by the Management
Committee of the Australian Therapeutic Trial in Mild
Hypertension. Lancet. 1982;1(8265):185-191.
Five-year findings of the hypertension detection and followup program. I. Reduction in mortality of persons with high
blood pressure, including mild hypertension. Hypertension
Detection and Follow-up Program Cooperative Group.
JAMA. 1979;242(23):2562-2571.
Five-year findings of the hypertension detection and followup program. III. Reduction in stroke incidence among
persons with high blood pressure. Hypertension Detection
and Follow-up Program Cooperative Group. JAMA.
February 5, 1982 1982;247(5):633-638.
The effect of treatment on mortality in "mild" hypertension:
results of the hypertension detection and follow-up program.
N Engl J Med. October 14, 1982 1982;307(16):976-980.
Persistence of reduction in blood pressure and mortality of
participants in the Hypertension Detection and Follow-up
Program. Hypertension Detection and Follow-up Program
Cooperative Group. JAMA. 1988;259(14):2113-2122.
Mortality findings for stepped-care and referred-care
participants in the hypertension detection and follow-up
program, stratified by other risk factors. The Hypertension
Detection and Follow-up Program Cooperative Research
Group. Prev Med. 1985;14(3):312-325.
MRC trial of treatment of mild hypertension: principal
results. Medical Research Council Working Party. Br Med J
(Clin Res Ed). 1985;291(6488):97-104.
Veterans Administration Cooperative Study Group on
Antihypertensive Agents. Effects of treatment on morbidity
in hypertension: results in patients with diastolic blood
pressures averaging 115 through 129 mm Hg. JAMA.
1967;202:116-122.
Amery A, Birkenhager W, Brixko P, et al. Mortality and
morbidity results from the European Working Party on High
Blood Pressure in the Elderly trial.
Lancet.
1985;1(8442):1349-1354.
513

48.
49.
50.

51.
52.

53.
54.
55.

56.

57.

58.

Medical Research Council trial of treatment of hypertension
in older adults: principal results. MRC Working Party. BMJ.
1992;304(6824):405-412.
Coope J, Warrender TS. Randomised trial of treatment of
hypertension in elderly patients in primary care. Br Med J
(Clin Res Ed). 1986;293(6555):1145-1151.
Dahlof B, Lindholm LH, Hansson L, Schersten B, Ekbom T,
Wester PO. Morbidity and mortality in the Swedish Trial in
Old Patients with Hypertension (STOP-Hypertension).
Lancet. 1991;338(8778):1281-1285.
Post-stroke antihypertensive treatment study. A preliminary
result. PATS Collaborating Group. Chin Med J (Engl).
1995;108(9):710-717.
Prevention of stroke by antihypertensive drug treatment in
older persons with isolated systolic hypertension. Final
results of the Systolic Hypertension in the Elderly Program
(SHEP). SHEP Cooperative Research Group. JAMA.
1991;265(24):3255-3264.
Helgeland A. Treatment of mild hypertension: a five year
controlled drug trial. The Oslo study. Am J Med.
1980;69(5):725-732.
Perry HMJ, Smith WM, McDonald RH, et al. Morbidity and
mortality in the Systolic Hypertension in the Elderly
Program (SHEP) pilot study. Stroke. 1989;20(1):4-13.
Kostis JB, Davis BR, Cutler J, et al. Prevention of heart
failure by antihypertensive drug treatment in older persons
with isolated systolic hypertension. SHEP Cooperative
Research Group. JAMA. 1997;278(3):212-216.
Grimm RHJ, Leon AS, Hunninghake DB, Lenz K, Hannan
P, Blackburn H. Effects of thiazide diuretics on plasma lipids
and lipoproteins in mildly hypertensive patients: a doubleblind controlled trial. Ann Intern Med. 1981;94(1):7-11.
Blum M, Algueti A, Bauminger S, Aviram A, Ayalon D.
Effect of antihypertensive drugs on plasma renin activity and
urinary excretion of prostaglandin E2. Prostaglandins Med.
1981;7(4):261-266.
Wing LM, West MJ, Graham JR, Chalmers JP. Long-acting
and short-acting diuretics in mild essential hypertension.
Clin Exp Hypertens A. 1982;4(8):1429-1441.
514

59.

60.

61.

62.
63.

64.

65.
66.

67.

Cocco G, Iselin HU, Strozzi C, Cesana B, Baumeler HR.
Magnesium depletion in patients on long-term chlorthalidone
therapy for essential hypertension. Eur J Clin Pharmacol.
1987;32(4):335-338.
Drug Information - Atenolol. Medscape from Web MD.
Available
at:
http://www.medscape.com/druginfo/SideEffect?id
=
12104&name
=
ATENOLOL+ORAL&DrugType
=
1&MenuID = ADE&ClassID = N&GeneralStatement = N.
Accessed June 26, 2003.
Neaton JD, Grimm RHJ, Prineas RJ, et al. Treatment of Mild
Hypertension Study. Final results. Treatment of Mild
Hypertension
Study
Research
Group.
JAMA.
1993;270(6):713-724.
Smith WM. Treatment of mild hypertension: results of a tenyear intervention trial. Circ Res. 1977;40(5 Suppl 1):I.98105.
Trial of secondary prevention with atenolol after transient
ischemic attack or nondisabling ischemic stroke. The Dutch
TIA Trial Study Group. Stroke. April 1, 1993
1993;24(4):543-548.
Pahor M, Psaty BM, Alderman MH, et al. Health outcomes
associated with calcium antagonists compared with other
first-line antihypertensive therapies: a meta-analysis of
randomised controlled trials. Lancet. 2000;356(9246):19491954.
Waters D. Calcium channel blockers: an evidence-based
review. Can J Cardiol. 1997;13(8):757-766.
Staessen JA, Fagard R, Thijs L, et al. Randomised doubleblind comparison of placebo and active treatment for older
patients with isolated systolic hypertension. The Systolic
Hypertension in Europe (Syst-Eur) Trial Investigators.
Lancet. 1997;350(9080):757-784.
Liu L WJ, Gong L, Liu G, Staessen JA. Comparison of
active treatment and placebo in older Chinese patients with
isolated systolic hypertension. Systolic Hypertension in
China (Syst-China) Collaborative Group. J Hypertens Suppl.
1998;16(12 Pt 1):1823-1829.
515

68.

69.

70.

71.

72.

73.

74.

75.

MacMahon S, Brookes L. The Blood Pressure Lowering
Treatment Trialists' Collaboration - Second Cycle of
Analyses - 13th European Meeting on Hypertension.
Medscape
Internal
Medicine
http://www.medscape.com/viewarticle/457831. 2003.
Dens JA, Desmet WJ, Coussement P, et al. Long term effects
of nisoldipine on the progression of coronary atherosclerosis
and the occurrence of clinical events: the NICOLE study.
Heart. 2003;89(8):887-892.
Drug Information - Amlodipine. Medscape from Web MD.
Available
at:
http://www.medscape.com/druginfo/SideEffect?id
=
16494&name
=
AMLODIPINE+BESYLATE+ORAL&DrugType
=
1&MenuID = ADE&ClassID = N&GeneralStatement = N.
Accessed June 26, 2003.
Horowitz BZ. Toxicity, Calcium Channel Blocker. EMedicine: Instant Access to the Minds of Medicine.
September
6,
2001.
http://www.emedicine.com/emerg/topic75.htm. September 6,
2001.
Available
at:
http://www.emedicine.com/emerg/topic75.htm.
Accessed
June 23, 2003.
Hansson L, Lindholm LH, Ekbom T, et al. Randomised trial
of old and new antihypertensive drugs in elderly patients:
cardiovascular mortality and morbidity the Swedish Trial in
Old Patients with Hypertension-2 study. Lancet.
1999;354(9192):1751-1756.
Hansson L, Lindholm LH, Niskanen L, et al. Effect of
angiotensin-converting-enzyme inhibition compared with
conventional therapy on cardiovascular morbidity and
mortality in hypertension: the Captopril Prevention Project
(CAPPP) randomised trial. Lancet. 1999;353(9153):611-616.
Holman R, Turner R, Stratton I, et al. Efficacy of atenolol
and captopril in reducing risk of macrovascular and
microvascular complications in type 2 diabetes: UKPDS 39.
BMJ. 1998;317:713-720.
Tight blood pressure control and risk of macrovascular and
microvascular complications in type 2 diabetes: UKPDS 38,
516

76.

77.

78.

79.

80.

81.

82.

83.

UK Prospective Diabetes Study Group. BMJ. September 12,
1998 1998;317(7160):703-713.
Randomised trial of a perindopril-based blood-pressurelowering regimen among 6,105 individuals with previous
stroke or transient ischaemic attack. PROGRESS
Collaborative Group. Lancet. 2001;358(9287):1033-1041.
Tzourio C, Anderson C, Chapman N, et al. Effects of blood
pressure lowering with perindopril and indapamide therapy
on dementia and cognitive decline in patients with
cerebrovascular disease. PROGRESS Collaborative Group.
Arch Intern Med. 2003;163(9):1069-1074.
Effects of a perindopril-based blood pressure lowering
regimen on cardiac outcomes among patients with
cerebrovascular disease. PROGRESS Collaborative Group.
Eur Heart J. 2003;24(5):475-484.
Estacio RO, Savage S, Nagel NJ, Schrier RW. Baseline
characteristics of participants in the Appropriate Blood
Pressure Control in Diabetes trial. Control Clin Trials.
1996;17(3):242-257.
Estacio RO, Jeffers BW, Hiatt WR, Biggerstaff SL, Gifford
N, Schrier RW. The effect of nisoldipine as compared with
enalapril on cardiovascular outcomes in patients with noninsulin-dependent diabetes and hypertension. N Engl J Med.
1998;338(10):645-652.
Estacio RO, Jeffers BW, Gifford N, Schrier RW. Effect of
blood pressure control on diabetic microvascular
complications in patients with hypertension and type 2
diabetes. Diabetes Care. 2000;23(Suppl 2):B54-64.
Parving HH, Lehnert H, Brochner-Mortensen J, et al. The
effect of irbesartan on the development of diabetic
nephropathy in patients with type 2 diabetes. N Engl J Med.
2001;345(12):870-878.
Drug Information - Enalapril. Medscape from Web MD.
Available
at:
http://www.medscape.com/druginfo/SideEffect?id
=
1130&name = ENALAPRIL+MALEATE+ORAL&DrugType
= 1&MenuID = ADE&ClassID = N&GeneralStatement = N.
Accessed June 26, 2003.
517

84.

85.

86.

87.

88.

89.

90.

91.

Cardura (doxazosin mesylate) package insert. Pfizer Roerig.
October
2001.
Available
at:
http://www.pfizer.com/download/uspi_cardura.pdf.
Accessed June 18, 2003.
Major cardiovascular events in hypertensive patients
randomized to doxazosin vs chlorthalidone: the
antihypertensive and lipid-lowering treatment to prevent
heart attack trial (ALLHAT). ALLHAT Collaborative
Research Group. JAMA. 2000;283(15):1967-1975.
Drug Information - Doxazosin (Cardura). Medscape from
Web
MD.
Available
at:
http://www.medscape.com/druginfo/SideEffect?id
=
16031&name
=
CARDURA+ORAL&DrugType
=
1&MenuID = ADE&ClassID = N&GeneralStatement = N.
Accessed June 26, 2003.
Drug Information - Prazosin (Minipress). Medscape from
Web
MD.
Available
at:
http://www.medscape.com/druginfo/SideEffect?id
=
191&name = PRAZOSIN+HCL+ORAL&DrugType =
1&MenuID = ADE&ClassID = N&GeneralStatement = N.
Accessed June 26, 2003.
Drug Information - Terezosin (Hytrin). Medscape from Web
MD.
Available
at:
http://www.medscape.com/druginfo/SideEffect?id
=
194&name = TERAZOSIN+HCL+ORAL&DrugType =
1&MenuID = ADE&ClassID = N&GeneralStatement = N.
Accessed June 26, 2003.
Lewis EJ, Hunsicker LG, Clarke WR, et al. Renoprotective
Effect of the Angiotensin-Receptor Antagonist Irbesartan in
Patients with Nephropathy Due to Type 2 Diabetes. N Engl J
Med. September 20, 2001 2001;345(12):851-860.
Berl T, Hunsicker LG, Lewis JB, et al. Cardiovascular
outcomes in the Irbesartan Diabetic Nephropathy Trial of
patients with type 2 diabetes and overt nephropathy. Ann
Intern Med. 2003;138(7):542-549.
Keane WF, Lyle PA. Recent advances in management of
type 2 diabetes and nephropathy: lessons from the RENAAL
study. Reduction of Endpoints in NIDDM with the
518

92.

93.

94.

95.

96.

97.

Angiotensin II Receptor Antagonist Losartan study. Am J
Kidney Dis. 2003;41(3 Suppl 2):S22-25.
Drug Information - Irbesartan. Medscape from Web MD.
Available
at:
http://www.medscape.com/druginfo/SideEffect?id
=
115576&name = IRBESARTAN+ORAL&DrugType =
1&MenuID = ADE&ClassID = N&GeneralStatement = N.
Accessed June 26, 2003.
Drug Information - Clonidine. Medscape from Web MD.
Available
at:
http://www.medscape.com/druginfo/SideEffect?id
=
1113&name = CLONIDINE+HCL+ORAL&DrugType =
1&MenuID = ADE&ClassID = N&GeneralStatement = N.
Accessed June 26, 2003.
Drug Information - Methyldopa. Medscape from Web MD.
Available
at:
http://www.medscape.com/druginfo/SideEffect?id
=
1118&name = METHYLDOPA+ORAL&DrugType =
1&MenuID = ADE&ClassID = N&GeneralStatement = N.
Accessed June 26, 2003.
Drug Information - Reserpine. Medscape from Web MD.
Available
at:
http://www.medscape.com/druginfo/SideEffect?id
=
1106&name
=
RESERPINE+ORAL&DrugType
=
1&MenuID = ADE&ClassID = N&GeneralStatement = NN.
Accessed June 26, 2003.
Drug Information - Labetolol. Medscape from Web MD.
Available
at:
http://www.medscape.com/druginfo/SideEffect?id
=
12095&name = LABETALOL+HCL+ORAL&DrugType =
1&MenuID = ADE&ClassID = N&GeneralStatement = N.
Accessed June 30, 2003.
Drug Information - Hydralazine (Apressoline). Medscape
from
Web
MD.
Available
at:
http://www.medscape.com/druginfo/SideEffect?id
=
189&name = HYDRALAZINE+HCL+ORAL&DrugType =
1&MenuID = ADE&ClassID = N&GeneralStatement = N.
Accessed June 26, 2003.
519

98.

99.

100.

101.
102.

103.

104.
105.
106.

Drug Information - Lonitin (Minoxidil). Medscape from Web
MD.
Available
at:
http://www.medscape.com/druginfo/SideEffect?id
=
193&name = MINOXIDIL+ORAL&DrugType = 1&MenuID
= ADE&ClassID = N&GeneralStatement = N. Accessed
June 26, 2003.
Drug Information - Carvedilol (Coreg). Medscape from Web
MD.
Available
at:
http://www.medscape.com/druginfo/SideEffect?id
=
12095&name = LABETALOL+HCL+ORAL&DrugType =
1&MenuID = ADE&ClassID = N&GeneralStatement = N.
Accessed June 30, 2003.
Ogden LG, He J, Lydick E, Whelton PK. Long-Term
Absolute Benefit of Lowering Blood Pressure in
Hypertensive Patients According to the JNC VI Risk
Stratification. Hypertension. 2000;35:539.
American Heart Association. Heart Disease and Stroke
Statistics — 2003 Update. Dallas, Tex.: American Heart
Association; 2002.
Major Outcomes in High-Risk Hypertensive Patients
Randomized to Angiotensin-Converting Enzyme Inhibitor or
Calcium Channel Blocker vs Diuretic. The Antihypertensive
and Lipid-Lowering Treatment to Prevent Heart Attack Trial
(ALLHAT) The ALLHAT Officers and Coordinators for the
ALLHAT
Collaborative Research Group. JAMA.
2002;288(23):2981-2997.
Lindon MH, Wing MB, Reid CM, et al. A Comparison of
Outcomes with Angiotensin-Converting–Enzyme Inhibitors
and Diuretics for Hypertension in the Elderly. N Engl J Med.
2003;348:583-592.
Furberg CD, Cutler JA. Diuretic agents versus beta-blockers.
Comparison of effects on mortality, stroke, and coronary
events. Hypertension. 1989;13(5 Suppl):157-161.
Kuller L, Neaton J, Caggiula A, Falvo-Gerard L. Primary
prevention of heart attacks: the multiple risk factor
intervention trial. Am J Epidemiol. 1980;112(2):185-199.
Cardiovascular risk and risk factors in a randomized trial of
treatment based on the beta-blocker oxprenolol: the
International Prospective Primary Prevention Study in
520

107.

108.

109.

110.

111.

112.

113.

114.

Hypertension (IPPPSH). The IPPPSH Collaborative Group.
J Hypertens. 1985;3(4):379-392.
Kjeldsen SE, Hedner T, Syvertsen JO, et al. Influence of age,
sex and blood pressure on the principal endpoints of the
Nordic Diltiazem (NORDIL) Study. J Hypertens Suppl.
2002;20(6):1231-1237.
Black HR, Elliott WJ, Grandits G, et al. Principal results of
the Controlled Onset Verapamil Investigation of
Cardiovascular End Points (CONVINCE) trial. JAMA.
2003;289(16):2073-2082.
Black HR, Elliott WJ, Neaton JD, et al. Baseline
Characteristics and Early Blood Pressure Control in the
CONVINCE Trial. for the CONVINCE Research Group1.
Hypertension. 2001;37:12.
Brown MJ, Palmer CR, Castaigne A, et al. Morbidity and
mortality in patients randomised to double-blind treatment
with a long-acting calcium-channel blocker or diuretic in the
International Nifedipine GITS study: Intervention as a Goal
in
Hypertension
Treatment
(INSIGHT).
Lancet.
2000;356(9227):366-372.
Mancia G, Brown M, Castaigne A, et al. Outcomes with
nifedipine GITS or Co-amilozide in hypertensive diabetics
and nondiabetics in Intervention as a Goal in Hypertension
(INSIGHT). Hypertension. 2003;41(3):431-436.
Brown MJ, Castaigne A, de Leeuw PW, Mancia G,
Rosenthal T, Ruilope LM. Study population and treatment
titration in the International Nifedipine GITS Study:
Intervention as a Goal in Hypertension Treatment
(INSIGHT). J Hypertens. 1998;16(12 Pt 2):2113-2116.
Wikstrand J, Warnold I, Olsson G, Tuomilehto J, Elmfeldt
D, Berglund G. Primary prevention with metoprolol in
patients with hypertension. Mortality results from the
MAPHY study. JAMA. 1988;259(13):1976-1982.
Olsson G, Tuomilehto J, Berglund G, et al. Primary
prevention of sudden cardiovascular death in hypertensive
patients. Mortality results from the MAPHY Study. Am J
Hypertens. 1991;4(2 Pt 1):151-158.

521

115.
116.

117.

118.

119.

120.

121.

122.

Wikstrand J, Warnold I, Tuomilehto J, et al. Metoprolol
versus thiazide diuretics in hypertension. Morbidity results
from the MAPHY Study. Hypertension. 1991;17(4):579-588.
Ibsen H, Pedersen OL, Dahlof B, Kjeldsen SE, Lindholm
LH. The effect of losartan versus atenolol on cardiovascular
morbidity and mortality in patients with hypertension and
ECG-verified left ventricular hypertrophy in the LIFEstudy]. Ugeskr Laeger. 2003;165(5):456-459.
Kjeldsen SE, Dahlof B, Devereux RB, et al. Effects of
losartan on cardiovascular morbidity and mortality in
patients with isolated systolic hypertension and left
ventricular hypertrophy: a Losartan Intervention for
Endpoint
Reduction
(LIFE)
substudy.
JAMA.
2002;288(12):1491-1498.
Dahlof B, Devereux RB, Kjeldsen SE, et al. Cardiovascular
morbidity and mortality in the Losartan Intervention For
Endpoint reduction in hypertension study (LIFE): a
randomised trial against atenolol. LIFE Study Group. Lancet.
2000;359(9311):995-1003.
Lindholm LH, Ibsen H, Dahlof B, et al. Cardiovascular
morbidity and mortality in patients with diabetes in the
Losartan Intervention For Endpoint reduction in
hypertension study (LIFE): a randomised trial against
atenolol. Lancet. 2002;359(9311):1004-1010.
Wright JTJ, Bakris G, Greene T, et al. Effect of blood
pressure lowering and antihypertensive drug class on
progression of hypertensive kidney disease: results from the
AASK trial. JAMA. 2002;288(19):2421-2431.
Lithell H, Hansson L, Skoog I, et al. The Study on Cognition
and Prognosis in the Elderly (SCOPE): principal results of a
randomized double-blind intervention trial. SCOPE Study
Group. J Hypertens. 2003;21(5):875-886.
Malacco E, Mancia G, Rappelli A, et al. Treatment of
isolated systolic hypertension: the SHELL study results.
Blood Press. 2003;12(3):160-167.

522

Chapter 7
1.
Nutrition & Recipes. American Diabetes Association.
Available
at:
http://www.diabetes.org/nutrition-andrecipes/nutrition/overview.jsp. Accessed March 18, 2004.
2.
Nutrition recommendations and principles for people with
diabetes mellitus. American Diabetes Association. Journal of
the Florida Medical Association. 1998;85(2):25-29.
3.
Nutrition recommendations and principles for people with
diabetes mellitus. J Am Diet Assoc. 1994;94(5):504-506.
4.
Foster DW. Diabetes Mellitus. Vol 1. 12th ed. New York,
NY: McGraw-Hill Inc; 1991.
5.
Diabetes Statistics. American Diabetes Association.
Available at: http://www.diabetes.org/diabetes-statistics.jsp.
Accessed March 2, 2006.
6.
Screening for Diabetes. Position Statement: American
Diabetes Association. Diabetes Care. 2002;25:S21-S24.
7.
What is Pre-diabetes? American Diabetes Association.
Available
at:
http://www.diabetes.org/diabetesprevention/pre-diabetes.jsp. Accessed December 13, 2005.
8.
Kleinfield NR. Diabetes and Its Awful Toll Quietly Emerge
as
a
Crisis.
NY
Times.
http://www.nytimes.com/2006/01/09/nyregion/nyregionspeci
al5/09diabetes.html?ei
=
5094&en
=
3a1180cac87d23c8&hp = &ex = 1136869200&partner =
homepage&pagewanted = all. January 9, 2006.
9.
Diabetic retinopathy. American Diabetes Association.
Diabetes
Care.
Healthcare
Financing
Review.
1998;21(1):157-159.
10.
Eggers PW. Medicare's End Stage Renal Disease Program.
Healthcare Financing Review. 2000;22(1):55-59.
11.
Smith C, Cowan C, Heffler S, Catlin A, the National Health
Accounts Team. National Health Spending In 2004: Recent
Slowdown Led By Prescription Drug Spending. Health Aff.
January 1, 2006;25(1):186-196.
12.
Urbina I. In the Treatment of Diabetes, Success Often Does
Not
Pay.
NY
Times.
http://www.nytimes.com/2006/01/11/nyregion/nyregionspeci
al5/11diabetes.html?hp&ex
=
1137042000&en
=
523

13.
14.
15.
16.
17.

18.
19.

20.

21.

22.

cd460f68e115fc6e&ei = 5094&partner = homepage.
January 11, 2006.
Cornfield J. The University Group Diabetes Program. A
further statistical analysis of the mortality findings. JAMA.
1971;217(12):1676-1687.
Schor S. The University Group Diabetes Program. A
statistician looks at the mortality results. JAMA.
1971;217(12):1671-1675.
Ornish D. Eat More, Weigh Less. New York: Harper Collins;
1993.
McDougall JA, McDougall MA. The McDougall Plan for
Super Health and Life-Long Weight Loss: New Century
Publishers, Inc.; 1983.
Intensive blood-glucose control with sulphonylureas or
insulin compared with conventional treatment and risk of
complications in patients with type 2 diabetes. The Lancet.
1998;352(9131):837-853.
Worse Pills Best Pills Book. Public Citizen's Health
Research
Group.
2005.
Available
at:
https://www.worstpills.org/. Accessed March 2, 2006.
Diabetes and Pharmaceutical Spending: New Treatments,
New Solutions. Pharmaceutical Research and Manufacturers
of
America.
Spring
2003.
Available
at:
http://www.phrma.org/mediaroom/press/releases//2003-0602.736.pdf. Accessed April 21, 2004.
Dahl-Jorgensen K, Brinchmann-Hansen O, Hanssen KF.
Effect of near normoglycaemia for two years on progression
of early diabetic retinopathy, nephropathy, and neuropathy:
the Oslo study. Br Med J. 1986;293(6556):1195-1199.
Hanssen KF, Dahl-Jorgensen K, Lauritzen T, FeldtRasmussen C. Diabetic control and microvascular
complications: the near-normoglycaemic experience.
Diabetologia. 1986;29:677-684.
Holman RR, Dorman TL, Mazon-White V. Prevention of
deterioration of renal and sensory-nerve function by more
intensive management of insulin-dependent diabetic patients:
a two-year randomized prospective study. The Lancet.
1983;1:204-208.
524

23.
24.
25.

26.
27.
28.
29.
30.
31.

32.
33.

34.

Lauritzen T, Frost-Larsen K, Larsen HW, Keckert T. Effect
of one-year near normal blood glucose levels on retinopathy
in insulin-dependent diabetics. The Lancet. 1983;1:200-204.
Blood glucose control and the evolution of diabetic
retinopathy and albuminuria: a preliminary multicenter trial.
New Eng. J. Med. 1984;311:365-372.
The effect of intensive treatment of diabetes on the
development and progression of long-term complications in
insulin-dependent diabetes mellitus. N Engl J Med.
1993;329(14):977-986.
Hypoglycemia in the Diabetes Control and Complications
Trial. Diabetes. 1997;46(2):271-286.
Wang PH, Lau J, Chalmers TC. Meta-analysis of effects of
intensive blood-glucose control on late complications of type
I diabetes. The Lancet. 1993;341(8856):1306-1309.
Weight gain associated with intensive therapy in the diabetes
control and complications trial. Diabetes Care.
1988;11(7):567-573.
Lifetime benefits and costs of intensive therapy as practiced
in the diabetes control and complications trial. JAMA.
1996;276(17):1409-1415.
Angell M. Is academic medicine for sale? N Engl J Med.
2000;342(20):1516-1518.
Bates DW, Cullen DJ, Laird N. Incidence of adverse drug
events and potential adverse drug events. Implications for
prevention. ADE Prevention Study Group. JAMA.274(1):2934.
Herman WH, Eastman RC. The effects of treatment on the
direct costs of diabetes. Diabetes Care. 1998;21(Suppl
3):C19-24.
Study Shows Sharp Rise in Cost of Diabetes Nationwide.
http://www.diabetes.org/for-media/2003PRNewswire.
press-releases/02-27-03.jsp. Feb. 27, 2003. Accessed March
2, 2006.
The effect of intensive treatment of diabetes on the
development and progression of long-term complications in
insulin-dependent diabetes mellitus. The Diabetes Control
and Complications Trial Research Group. N Engl J Med.
1993;329(14):977-986.
525

35.

36.

National Diabetes Surveillance System. Center for Disease
Control.
February
28,
2006.
Available
at:
http://www.cdc.gov/diabetes/statistics/index.htm. Accessed
March 3, 2006.
National Health Expenditures and Selected Economic
Indicators, Levels and Average Annual Percent Change:
Selected Calendar Years 1990-2013. Centers for Medicare &
Medicaid Services, Office of the Actuary. Available at:
http://new.cms.hhs.gov/NationalHealthExpendData/downloa
ds/nhetables.pdf.

Chapter 8
1.
Results from USDA’s 1994-96 Continuing Survey of Food
Intakes by Individuals and 1994-96 Diet and Health
Knowledge Survey. Food Surveys Research Group,
Beltsville Human Nutrition Research Center, Agricultural
Research Service, U.S. Department of Agriculture,. February
1999.
Available
at:
http://www.ars.usda.gov/SP2UserFiles/Place/12355000/pdf/
Csfii3yr.PDF. Accessed April 3, 2006.
2.
National Health and Nutrition Examination Survey.
NHANES 2001-2002 Data Files - Data, Docs, Codebooks,
SAS Code. U.S. DEPARTMENT OF HEALTH AND
HUMAN SERVICES. Centers for Disease Control and
Prevention. National Center for Health Statistics. March
2005.
Available
at:
http://www.barc.usda.gov/bhnrc/foodsurvey/wweia.html.
Accessed March 22, 2005.
3.
Liebman B. DASH-A diet for all diseases. Nutrition ActionCenter for Science in the Public Interest; October 1997 —
U.S. Edition:http://www.cspinet.org/nah/dash2.htm.
4.
de Lorgeril M, Salen P, Martin J-L, Monjaud I, Delaye J,
Mamelle N. Mediterranean Diet, Traditional Risk Factors,
and the Rate of Cardiovascular Complications After
Myocardial Infarction : Final Report of the Lyon Diet Heart
Study. Circulation. February 16, 1999;99(6):779-785.
http://circ.ahajournals.org/cgi/content/full/799/776/779?maxt
oshow = &HITS = 710&hits = 710&RESULTFORMAT =
&fulltext
=
526

5.

6.

7.
8.

9.

10.

11.

12.

Mediterranean+Diet%772C+Traditional+Risk+Factors%772
C+and+the+Rate+&searchid = 771&FIRSTINDEX =
770&resourcetype = HWCIT.
Interactive Healthy Eating Index of USDA. U.S. Department
of Agriculture's Center for Nutrition Policy and Promotion.
Available at: http://www.mypyramidtracker.gov/. Accessed
March 18, 2006.
Diabetes Control and Complications Trial Data Archives (on
Magnetic Tape). Data file. PB96501895. Bethesda, MD.:
National Technology Information Service for the National
Inst. of Diabetes and Digestive and Kidney Diseases; 1996.
Willett W. Eat, Drink, And Be Healthy--The Harvard
Medical School Guide to Healthy Eating. NY: Simon &
Schuster; 2001.
Gaziano JM, Gaziano TA, Glynn RJ, et al. Light-tomoderate alcohol consumption and mortality in the
Physicians' Health Study enrollment cohort. J Am Coll
Cardiol. 2000;35(1):96-105.
Mukamal KJ, Jensen MK, Gronbaek M, et al. Drinking
Frequency, Mediating Biomarkers, and Risk of Myocardial
Infarction
in
Women
and
Men
10.1161
/
CIRCULATIONAHA.105.537704. Circulation. September
6, 2005 2005;112(10):1406-1413.
Fillmore KM, Kerr WC, Stockwell T, Chikritzhs T, Bostrom
A. Moderate alcohol use and reduced mortality risk:
Systematic error in prospective studies. Addiction Research
and
Theory.
March
30,
2006:
http://journalsonline.tandf.co.uk/(5muyzwno53mvfw4523ds
pfu4525)/app/home/contribution.asp?referrer
=
parent&backto = searcharticlesresults,4521,4521;.
Sonnenberg LM, Quatromoni PA, Gagnon DR, et al. Diet
and plasma lipids in women. II. Macronutrients and plasma
triglycerides, high-density lipoprotein, and the ratio of total
to high-density lipoprotein cholesterol in women: the
Framingham nutrition studies. J Clin Epidemiol.
1996;49(6):665-672.
Castelli WP, Doyle JT, Gordon T, et al. Alcohol and blood
lipids. The cooperative lipoprotein phenotyping study.
Lancet. 1977;2(8030):153-155.
527

13.

14.

15.

16.
17.
18.

19.
20.

21.
22.

Manson JE, Hsia J, Johnson KC, et al. Estrogen plus
Progestin and the Risk of Coronary Heart Disease. Women's
Health Initiative Investigators. N Engl J Med.
2003;349(6):523-534.
Duenwald M. First Year of Hormone Treatment Is Found to
Raise Risk of Heart Attack. New York Times. August 7,
2003.
http://www.nytimes.com/2003/08/07/health/07HEAR.html?p
agewanted = all&position = .
Brooks SD, Williams GE, Stinson FS, J. N. Apparent Per
Capita Ethanol Consumption for U.S., 1850-1987. Alcohol
Epidemiologic Data System. National Institute on Alcohol
Abuse and Alcoholism, Division of Biometry and
Epidemiology.
October
1989.
Available
at:
http://wonder.cdc.gov/wonder/sci_data/surveys/nhis/type_txt
/alcohol.asp. Accessed April 4, 2006.
Poletto L, Pezzotto S, Morini J. Blood lipid associations in
18 year-old men. Rev Saude Publica. 1992;26(5):316-320.
Magis D, Geronooz I, Scheen AJ. Smoking, insulin
resistance and type 2 diabetes. Rev Med Liege.
2002;57(9):575-581.
Cundiff DK. Diet and tobacco use: analysis of data from the
diabetic control and complications trial, a randomized study.
Medscape
General
Medicine.
January
11,
2002;4(1):http://www.medscape.com/viewarticle/414943.
Tomeo CA, Field AE, Berkey CS, Colditz GA, Frazier AL.
Weight concerns, weight control behaviors, and smoking
initiation. Pediatrics. 1999;104(4 Pt 1):918-924.
Roberts CK, Vaziri ND, Barnard RJ. Effect of diet and
exercise intervention on blood pressure, insulin, oxidative
stress, and nitric oxide availability. Circulation.
2002;106(20):2530-2532.
Rich-Edwards JW, Spiegelman D, Garland M, et al. Physical
activity, body mass index, and ovulatory disorder infertility.
Epidemiology. 2002;13(2):184-190.
Wing RR, Epstein LH, Paternostro-Bayles M, Kriska A,
Nowalk MP, Gooding W. Exercise in a behavioural weight
control programme for obese patients with Type 2 (noninsulin-dependent) diabetes. Diabetologia. 1988;31:902-909.
528

23.

24.
25.
26.

27.

28.

29.

30.

31.
32.

Doghramji K. Insomnia and Sleep Health Expert Column Waking up to Sleep Deprivation. Medscape Neurology &
Neurosurgery.
June
29,
2005;7(1):http://www.medscape.com/viewarticle/507149?sss
dmh = dm507141.174905&src = nlpromo.
Hitti M. Obesity Tied to Lack of Sleep, Say Researchers.
WebMD Medical News. November 16, 2004.
Gangwisch JE, Malaspina D, Boden-Albala B, Heymsfield
SB. Inadequate sleep as a risk factor for obesity: analyses of
the NHANES I. Sleep. Oct. 1, 2005;28(10):1289-1296.
Roost M, Nilsson P. [Sleep disorders--a public health
problem. Potential risk factor in the development of type 2
diabetes, hypertension, dyslipidemia and premature aging].
Lakartidningen. 2002;99(3):154-157.
Gangwisch JE, Heymsfield SB, Boden-Albala B, et al. Short
Sleep Duration as a Risk Factor for Hypertension: Analyses
of the First National Health and Nutrition Examination
Survey
10.1161/01.HYP.0000217362.34748.e0.
Hypertension. May 1, 2006;47(5):833-839.
Bakalar N. Research Ties Lack of Sleep to Risk for
Hypertension.
NY
Times.
http://www.nytimes.com/2006/04/18/health/18slee.html.
April 18, 2006.
Saul S. Record Sales of Sleeping Pills Are Causing Worries.
NY
Times.
http://www.nytimes.com/2006/02/07/business/07sleep.html?_
r = 1&oref = slogin&pagewanted = all. February 7, 2006.
Nutrition calculator. McDonald's Canada-Stairway to health.
2006.
Available
at:
http://www.mcdonalds.ca/en/food/calculator.aspx. Accessed
March 8, 2006.
Moore T, Svetkey L, Lin PH, Karanja N, Jenkins M. The
Dash Diet For Hypertension - Lower Your Blood Pressure in
14 Days - Without Drugs. New York: The Free Press; 2001.
Singh RB, Rastogi SS, Verma R, et al. Randomised
controlled trial of cardioprotective diet in patients with
recent acute myocardial infarction: results of one year follow
up. BMJ. 1992;304(6833):1015-1019.
529

33.
34.

35.

36.
37.

38.

39.

Supersize Me. http://www.supersizeme.com/. Samuel
Goldwyn Films. Producer: Morgan Spurlock and The Con,
2004.
USDA Nutrient Database for Standard Reference, Release
17. Nutrient Data Laboratory Home Page. U.S. Department
of Agriculture. Agricultural Research Service. 2004.
Available
at:
http://www.nal.usda.gov/fnic/foodcomp.
Accessed February 16, 2005.
Jakicic JM, Marcus BH, Gallagher KI, Napolitano M, Lang
W. Effect of Exercise Duration and Intensity on Weight Loss
in Overweight, Sedentary Women: A Randomized Trial.
JAMA. September 10, 2003 2003;290(10):1323-1330.
National Cholesterol Education Program Issues Major New
Cholesterol Guidelines. National Institutes of Health National Heart, Lung, and Blood Institute.
Sacks FM, Svetkey LP, Vollmer WM, et al. Effects on blood
pressure of reduced dietary sodium and the Dietary
Approaches to Stop Hypertension (DASH) diet. DASHSodium Collaborative Research Group. N Engl J Med.
2001;344(1):3-10.
Yoon YS, Oh SW, Baik HW, Park HS, Kim WY. Alcohol
consumption and the metabolic syndrome in Korean adults:
the 1998 Korean National Health and Nutrition Examination
Survey. Am J Clin Nutr. July 1, 2004 2004;80(1):217-224.
Okubo Y, Suwazono Y, Kobayashi E, Nogawa K. Alcohol
consumption and blood pressure change: 5-year follow-up
study of the association in normotensive workers. J Hum
Hypertens. 2001;15(6):367-372.

Chapter 9
1.
Cundiff DK. Coronary artery bypass grafting (CABG):
reassessing efficacy, safety, and cost. Medscape General
Medicine.
2002;4(2):http://www.medscape.com/viewarticle/434471.
2.
American Heart Association. Heart Disease and Stroke
Statistics — 2006 Update. American Heart Association.
Dallas,
Tex.
Available
at:
http://www.americanheart.org/downloadable/heart/11353586
4858055-1026_HS_Stats06book.pdf.
530

3.
4.

5.

6.
7.
8.

9.

10.

11.

12.

Borger C, Smith S, Truffer C, et al. Health Spending
Projections Through 2015: Changes On The Horizon. Health
Affairs. February 22, 2006:hlthaff.25.w61.
American Heart Association. Heart Disease and Stroke
Statistics — 2005 Update. American Heart Association.
Dallas,
Tex.
Available
at:
http://www.americanheart.org/presenter.jhtml?identifier
=
1928.
Hannan EL, Siu AL, Kumar D, Kilburn H, Jr., Chassin MR.
The decline in coronary artery bypass graft surgery mortality
in New York State. The role of surgeon volume. JAMA.
1995;273(3):209-213.
Hannan EL, Kilburn H, Jr., Racz M, Shields E, Chassin MR.
Improving the outcomes of coronary artery bypass surgery in
New York State. JAMA. 1994;271(10):761-766.
Nugent W, Schults W, Plume S. Designing an instrument
panel to monitor and improve coronary artery bypass
grafting. J. Clin. Outcomes Management. 1994;1:57.
Peterson ED, Jollis JG, Bebchuk JD, et al. Changes in
mortality after myocardial revascularization in the elderly.
The national Medicare experience. Annals of Internal
Medicine. 1994;121(12):919-927.
Rahimtoola SH, Bennett AJ, Grunkemeier GL, Block P,
Starr A. Survival at 15 to 18 years after coronary bypass
surgery for angina in women. Circulation. 1993;88(5 Pt
2):II71-78.
Jones EL, Weintraub WS, Craver JM, Guyton RA, Cohen
CL. Coronary bypass surgery: is the operation different
today? Journal of Thoracic & Cardiovascular Surgery.
1991;101(1):108-115.
Zehr KJ, Lee PC, Poston RS, Gillinov AM, Greene PS,
Cameron DE. Two decades of coronary artery bypass graft
surgery in young adults. Circulation. 1994;90(5 Pt 2):II133139.
Edwards FH, Clark RE, Schwartz M. Coronary artery bypass
grafting: the Society of Thoracic Surgeons National
Database experience. Annals of Thoracic Surgery.
1994;57(1):12-19.
531

13.
14.

15.

16.
17.

18.
19.

20.

21.

Califf RM, Harrell FE, Jr., Lee KL, et al. The evolution of
medical and surgical therapy for coronary artery disease. A
15-year perspective. JAMA. 1989;261(14):2077-2086.
Eagle KA, Guyton RA, Davidoff R, al. e. ACC/AHA
Guidelines for Coronary Artery Bypass Graft Surgery:
Executive Summary and Recommendations -- A Report of
the American College of Cardiology/American Heart
Association Task Force on Practice Guidelines (Committee
to Revise the 1991 Guidelines for Coronary Artery Bypass
Graft Surgery). Circulation. 1999;100:1464-1480.
Newman MF, Kirchner JL, Phillips-Bute B, et al.
Longitudinal assessment of neurocognitive function after
coronary-artery bypass surgery. Neurological Outcome
Research Group and the Cardiothoracic Anesthesiology
Research Endeavors Investigators. N Engl J Med.
2001;344(6):395-402.
American Heart Association. 2002 Heart and Stroke
Statistical Update. Dallas, Texas: American Heart
Association.; 2001.
Johnson LW, Lozner EC, Johnson S, et al. Coronary
arteriography 1984-1987: a report of the Registry of the
Society for Cardiac Angiography and Interventions. I.
Results
and
complications.
Catheterization
&
Cardiovascular Diagnosis. 1989;17(1):5-10.
Kennedy J. Complications associated with cardiac
catheterization and angiography. Cathet Cardiovasc Diagn.
1982;8:5.
Cowley MJ, Dorros G, Kelsey SF, Van Raden M, Detre KM.
Acute coronary events associated with percutaneous
transluminal coronary angioplasty. American Journal of
Cardiology. 1984;53(12):12C-16C.
King SB, 3rd, Yeh W, Holubkov R, et al. Balloon
angioplasty versus new device intervention: clinical
outcomes. A comparison of the NHLBI PTCA and NACI
registries. Journal of the American College of Cardiology.
1998;31(3):558-566.
Detre K, Yeh W, Kelsey S, et al. Has improvement in PTCA
intervention affected long-term prognosis? The NHLBI
532

22.

23.

24.
25.
26.
27.

28.
29.

30.

31.

PTCA Registry experience. Circulation. 1995;91(12):28682875.
Jacobs AK, Kelsey SF, Yeh W, et al. Documentation of
decline in morbidity in women undergoing coronary
angioplasty (a report from the 1993-94 NHLBI Percutaneous
Transluminal Coronary Angioplasty Registry). National
Heart, Lung, and Blood Institute. American Journal of
Cardiology. 1997;80(8):979-984.
Smith SCJ, Dove JT, Jacobs AK, et al. ACC/AHA
Guidelines for Percutaneous Coronary Intervention
(Revision of the 1993 PTCA Guidelines). JACC.
2001;37(8):2239i-lxvi.
Garrett HE, Dennis EW, DeBakey ME. Aortocoronary
bypass with saphenous vein graft. Seven-year follow-up.
JAMA. 1973;223(7):792-794.
Favaloro RG. Saphenous vein graft in the surgical treatment
of coronary artery disease. Operative technique. Journal of
Thoracic & Cardiovascular Surgery. 1969;58(2):178-185.
Betriu A, Castaner A, Sanz GA, et al. Angiographic findings
1 month after myocardial infarction: a prospective study of
259 survivors. Circulation. 1982;65(6):1099-1105.
Ambrose JA, Tannenbaum MA, Alexopoulos D, et al.
Angiographic progression of coronary artery disease and the
development of myocardial infarction. Journal of the
American College of Cardiology. 1988;12(1):56-62.
Braunwald E. Coronary artery bypass grafting. Vol 2. 5th
ed. Philadelphia: WB Saunders Company; 1998.
Goldman S, Copeland J, Moritz T, et al. Saphenous vein
graft patency 1 year after coronary artery bypass surgery and
effects of antiplatelet therapy. Results of a Veterans
Administration
Cooperative
Study.
Circulation.
1989;80(5):1190-1197.
Kroncke GM, Kosolcharoen P, Clayman JA, Peduzzi PN,
Detre K, Takaro T. Five-year changes in coronary arteries of
medical and surgical patients of the Veterans Administration
Randomized Study of Bypass Surgery. Circulation.
1988;78(3 Pt 2):I144-150.
Frick MH, Harjola PT, Valle M. Persistence of improved
exercise tolerance and degree of revascularization after
533

32.

33.

34.

35.

36.

37.
38.

coronary bypass surgery. A prospective randomized study.
Clinical Cardiology. 1979;2(2):81-86.
Gohlke H, Gohlke-Barwolf C, Samek L, Sturzenofecker P,
Schmuziger M, Roskamm H. Serial exercise testing up to 6
years after coronary bypass surgery: behavior of exercise
parameters in groups with different degrees of
revascularization determined by postoperative angiography.
American Journal of Cardiology. 1983;51(8):1301-1306.
Jones EL, Weintraub WS. The importance of completeness
of revascularization during long-term follow-up after
coronary artery operations. Journal of Thoracic &
Cardiovascular Surgery. 1996;112(2):227-237.
Lavee J, Rath S, Tran Quang H, et al. Does complete
revascularization by the conventional method truly provide
the best possible results? Analysis of results and comparison
with revascularization of infarct-prone segments (systematic
segmental myocardial revascularization): the Sheba Study.
Journal of Thoracic & Cardiovascular Surgery.
1986;92(2):279-290.
Bell MR, Gersh BJ, Schaff HV, et al. Effect of completeness
of revascularization on long-term outcome of patients with
three-vessel disease undergoing coronary artery bypass
surgery. A report from the Coronary Artery Surgery Study
(CASS) Registry. Circulation. 1992;86(2):446-457.
Peduzzi P, Hultgren HN. Effect of medical vs surgical
treatment on symptoms in stable angina pectoris. The
Veterans Administration Cooperative Study of surgery for
coronary
arterial
occlusive
disease.
Circulation.
1979;60(4):888-900.
Hultgren HN, Hurley EJ. Surgery in obstructive coronary
artery disease. Advances in Internal Medicine. 1968;14:107150.
ACC/AHA guidelines and indications for coronary artery
bypass graft surgery. A report of the American College of
Cardiology/American Heart Association Task Force on
Assessment of Diagnostic and Therapeutic Cardiovascular
Procedures (Subcommittee on Coronary Artery Bypass Graft
Surgery). Circulation. 1991;83(3):1125-1173.
534

39.

40.

41.

42.

43.

44.

45.

46.

Alderman EL, Bourassa MG, Cohen LS, et al. Ten-year
follow-up of survival and myocardial infarction in the
randomized Coronary Artery Surgery Study. Circulation.
1990;82(5):1629-1646.
Long-term results of prospective randomised study of
coronary artery bypass surgery in stable angina pectoris.
European Coronary Surgery Study Group. Lancet.
1982;2(8309):1173-1180.
Eighteen-year follow-up in the Veterans Affairs Cooperative
Study of Coronary Artery Bypass Surgery for stable angina.
The VA Coronary Artery Bypass Surgery Cooperative Study
Group. Circulation. 1992;86(1):121-130.
Rogers WJ, Coggin CJ, Gersh BJ, et al. Ten-year follow-up
of quality of life in patients randomized to receive medical
therapy or coronary artery bypass graft surgery. The
Coronary Artery Surgery Study (CASS). Circulation.
1990;82(5):1647-1658.
Yusuf S, Zucker D, Peduzzi P, et al. Effect of coronary
artery bypass graft surgery on survival: overview of 10-year
results from randomised trials by the Coronary Artery
Bypass Graft Surgery Trialists Collaboration. Lancet.
1994;344(8922):563-570.
Five-Year Clinical and Functional Outcome Comparing
Bypass Surgery and Angioplasty in Patients With
Multivessel Coronary Disease: A Multicenter Randomized
Trial.
Writing Group for the Bypass Angioplasty
Revascularization Investigation (BARI) Investigators.
JAMA. 1997;277(9):715-721.
Bucher HC, Hengstler P, Schindler C, Guyatt GH.
Percutaneous transluminal coronary angioplasty versus
medical treatment for non-acute coronary heart disease:
meta-analysis of randomised controlled trials. BMJ.
2000;321(7253):73-77.
Boden WE, O'Rourke RA, Crawford MH, et al. Outcomes in
patients with acute non-Q-wave myocardial infarction
randomly assigned to an invasive as compared with a
conservative management strategy. Veterans Affairs Non-QWave Infarction Strategies in Hospital (VANQWISH) Trial
Investigators. N Engl J Med. 1998;338(25):1785-1792.
535

47.
48.
49.

50.
51.

Cundiff DK. Thrombolysis for Acute Myocardial Infarction:
Drug Review. Medscape General Medicine [TM].
2002;4(1):http://www.medscape.com/viewarticle/414942.
Abelson R. Boston Scientific Widens Recall of Stents for
Heart Treatment. New York Times. July 17, 2004.
Peterson M. Warning on Artery Stent Cites Some Cases of
Clots.
New
York
Times.
http://www.nytimes.com/2003/07/09/business/09STEN.html.
July 9, 2003.
Ornish D. Dr. Dean Ornish’s Program For Reversing Health
Disease. New York., NY: Ballantine Books; 1990.
Ornish D, Brown SE, Scherwitz LW, et al. Can lifestyle
changes reverse coronary heart disease? The Lifestyle Heart
Trial. Lancet. 1990;336(8708):129-133.

Chapter 10
1.
Rogers WJ, Bowlby LJ, Chandra NC. Treatment of
myocardial infarction in the United States (1990 to 1993).
Observations from the National Registry of Myocardial
Infarction. Circulation. 1994;90(4):Circulation.
2.
Cundiff DK. Thrombolysis for Acute Myocardial Infarction:
Drug
Review.
Medscape
General
Medicine.
2002;4(1):http://www.medscape.com/viewarticle/414942.
3.
Berkowitz SD, Granger CB, Pieper KS. Incidence and
Predictors of Bleeding After Contemporary Thrombolytic
Therapy for Myocardial Infarction. Circulation. June 3,
1997;95(11):2508-2516.
4.
Califf RM, Fortin DF, Tenaglia AN, Sane DC. Clinical risks
of thrombolytic therapy. American Journal of Cardiology.
1992;69(2):12A-20A.
5.
Barron HV, Bowlby LJ, Breen T. Use of reperfusion therapy
for acute myocardial infarction in the United States: data
from the National Registry of Myocardial Infarction 2.
Circulation. 1998;97(12):1150-1156.
6.
Becker RC, Charlesworth A, Wilcox RG. Cardiac rupture
associated with thrombolytic therapy: impact of time to
treatment in the Late Assessment of Thrombolytic Efficacy
(LATE) study. Journal of the American College of
Cardiology. 1995;25(5):1063-1068.
536

7.

8.
9.

10.

11.

12.

13.

14.

15.

Honan MB, Harrell FE, Reimer KA. Cardiac rupture,
mortality and the timing of thrombolytic therapy: a metaanalysis. Journal of the American College of Cardiology.
1990;16(2):359-367.
Kim CB, Braunwald E. Potential benefits of late reperfusion
of infarcted myocardium. The open artery hypothesis.
Circulation. 1993;88(5 pt 1):2426-2436.
Lincoff AM, Topol EJ. Illusion of reperfusion. Does anyone
achieve optimal reperfusion during acute myocardial
infarction? [corrected and republished article originally
printed
in Circulation 1993 Jun;87(6):1792-805].
Circulation. 1993;88(3):1361-1374.
Ohman EM, Topol EJ, Califf RM. An analysis of the cause
of early mortality after administration of thrombolytic
therapy. The Thrombolysis Angioplasty in Myocardial
Infarction Study Group. Coronary Artery Disease.
1993;4(11):957-964.
Randomised trial of intravenous streptokinase, oral aspirin,
both, or neither among 17,187 cases of suspected acute
myocardial infarction: ISIS-2. ISIS-2 (Second International
Study of Infarct Survival) Collaborative Group. Lancet.
1988;2(8607):349-360.
Effectiveness of intravenous thrombolytic treatment in acute
myocardial infarction. Gruppo Italiano per lo Studio della
Streptochinasi nell'Infarto Miocardico (GISSI). Lancet.
1986;1(8478):397-402.
A prospective trial of intravenous streptokinase in acute
myocardial infarction (I.S.A.M.). Mortality, morbidity, and
infarct size at 21 days. The I.S.A.M. Study Group. New
England Journal of Medicine. 1986;314(23):1465-1471.
Schroder R, Neuhaus KL, Leizorovicz A, Linderer T, Tebbe
U. A prospective placebo-controlled double-blind
multicenter trial of intravenous streptokinase in acute
myocardial infarction (ISAM): long-term mortality and
morbidity. Journal of the American College of Cardiology.
1987;9(1):197-203.
Rossi P, Bolognese L. Comparison of intravenous urokinase
plus heparin versus heparin alone in acute myocardial
infarction. Urochinasi per via Sistemica nell'Infarto
537

16.

17.
18.

19.

20.
21.
22.

23.

24.

Miocardico (USIM) Collaborative Group. American Journal
of Cardiology. 1991;68(6):585-592.
Wilcox R, von der Lippe G, Olsson C, Jensen G, Skene A,
Hampton J. Trial of tissue plasminogen activator for
mortality reduction in acute myocardial infarction. AngloScandinavian Study of Early Thrombolysis (ASSET).
Lancet. 1988;2(8610):525-530.
Late Assessment of Thrombolytic Efficacy (LATE) study
with alteplase 6-24 hours after onset of acute myocardial
infarction. Lancet. 1993;342(8874):759-766.
Randomised trial of late thrombolysis in patients with
suspected acute myocardial infarction. EMERAS, (Estudio
Multicentrico Estreptoquinasa Republicas de America del
Sur) Collaborative Group. Lancet. 1993;342(8874):767-772.
ISIS-3: a randomised comparison of streptokinase vs tissue
plasminogen activator vs anistreplase and of aspirin plus
heparin vs aspirin alone among 41,299 cases of suspected
acute myocardial infarction. ISIS-3 (Third International
Study of Infarct Survival) Collaborative Group. Lancet.
1992;339(8796):753-770.
Fukuda M. Classification and treatment of diabetic
retinopathy. Diabetes Research & Clinical Practice.
1994;24(Suppl):S171-176.
Tajima N, Matsushima M. Complications and prognosis of
children with IDDM. . 1994;. Diabetes Research & Clinical
Practice. 1994;24(Suppl):S165-170.
Maynard C, Weaver WD, Litwin PE. Hospital mortality in
acute myocardial infarction in the era of reperfusion therapy
(the Myocardial Infarction Triage and Intervention Project).
American Journal of Cardiology. 1993;72(12):877-882.
Thiemann DR, Coresh J, Schulman SP, Gerstenblith G,
Oetgen WJ, Powe NR. Lack of benefit for intravenous
thrombolysis in patients with myocardial infarction who are
older than 75 years. Circulation. 2000;101(19):2239-2246.
Angeja BG, Rundle AC, Gurwitz JH, Gore JM, Barron HV.
Death or nonfatal stroke in patients with acute myocardial
infarction treated with tissue plasminogen activator.
Participants in the National Registry of Myocardial
Infarction 2. Am J Cardiol. 2001;87:627-630.
538

25.

26.

Lenzer J. Prescription for Controversy Do corporate
donations to the American Heart Association influence its
drug
guidelines?
Mother
Jones;
2001:http://www.motherjones.com/magazine/MJ01/prescript
ion.html.
Topol EJ, Armstrong P, Van de Werf F. Confronting the
issues of patient safety and investigator conflict of interest in
an international clinical trial of myocardial reperfusion.
Global Utilization of Streptokinase and Tissue Plasminogen
Activator for Occluded Coronary Arteries (GUSTO)
Steering Committee. Journal of the American College of
Cardiology. 1992;19(6):1123-1128.

Chapter 11
1.
Nielsen HK, Husted SE, Krusell LR, Fasting H, Charles P,
Hansen HH. Silent pulmonary embolism in patients with
deep venous thrombosis. Incidence and fate in a randomized,
controlled trial of anticoagulation versus no anticoagulation.
Journal of Internal Medicine. 1994;235(5):457-461.
2.
Nielsen HK, Husted SE, Krusell LR, et al. Anticoagulant
therapy in deep venous thrombosis. A randomized controlled
study. Thrombosis Research. 1994;73(3-4):215-226.
3.
Hyers TM, Hull RD, Weg JG. Antithrombotic therapy for
venous thromboembolic disease. Chest. 1986;89(2
Suppl):26S-35S.
4.
Hyers TM, Hull RD, Weg JG. Antithrombotic therapy for
venous thromboembolic disease. Chest. 1989;95(2
Suppl):37S-51S.
5.
Hyers TM, Hull RD, Weg JG. Antithrombotic therapy for
venous thromboembolic disease. Chest. 1992;102(4
Suppl):408S-425S.
6.
Hyers TM, Hull RD, Weg JG. Antithrombotic Therapy for
Venous Thromboembolic Disease. Chest. 1995;108(4):335S351S.
7.
Hyers TM, Agnelli G, Hull RD, et al. Antithrombotic
therapy for venous thromboembolic disease. Chest.
1998;114(5 Suppl):561S-578S.

539

8.
9.

10.

11.
12.
13.
14.

15.

16.

17.

18.

Hyers TM, Agnelli G, Hull RD, et al. Antithrombotic
Therapy for Venous Thromboembolic Disease. Chest.
2001;119(1 Suppl):176S-193S.
Cundiff DK. Anticoagulation Therapy for Venous
Thromboembolism. MedGenMed. September 9,
2004;6(3):http://www.medscape.com/viewarticle/487577.
The Seventh ACCP Conference on Antithrombotic and
Thrombolytic Therapy: Financial Disclosures. CHEST.
September 2004;126(no. 3 suppl):167S-171S doi:
110.1378/chest.1126.1373_suppl.1167S.
The Seventh ACCP Conference on Antithrombotic and
Thrombolytic Therapy: Financial Disclosures. Chest.
September 1, 2004;126(3_suppl):167S.
Antithrombotic and Thrombolytic Therapy, 8th Ed: ACCP
Guidelines. Chest. 2008 Jun;133(6 Suppl):67S - 968S.
Geerts WH, Heit JA, Clagett GP, et al. Prevention of Venous
Thromboembolism. Chest. 2001;119:132S-175S.
Goldhaber SZ, Dunn K, MacDougall RC. New Onset of
Venous Thromboembolism Among Hospitalized Patients at
Brigham and Women’s Hospital Is Caused More Often by
Prophylaxis Failure Than by Withholding Treatment. Chest.
2000;118:1680-1684.
Cundiff DK. A Systematic Review of Cochrane
Anticoagulation Reviews. Medscape Journal of Medicine.
January 6, 2009;
http://www.medscape.com/viewarticle/584084.
Ridker PM, Goldhaber SZ, Danielson E, et al. Long-Term,
Low-Intensity Warfarin Therapy for the Prevention of
Recurrent Venous Thromboembolism. N Engl J Med.
February 24, 2003;348(15):1425-1434. Available at:
http://content.nejm.org/cgi/content/abstract/1348/1415/1425.
Cundiff DK. Insufficient evidence supporting low-intensity
warfarin for venous thromboembolism (VTE) prophylaxis-Commentary. MedGenMed.
2003;5(3):http://www.medscape.com/viewarticle/457570.
Kakkar VV, Flanc C, O'Shea M, Flute P, Howe CT, Clarke
MB. Treatment of deep-vein thrombosis--a random trial. Br
J Surg. 1968;55(11):858.
540

19.

20.

21.

22.

23.

24.

25.

26.

Ott P, Eldrup E, Oxholm P. The value of anticoagulant
therapy in deep venous thrombosis in the lower limbs in
elderly, mobilized patients. A double-blind, placebocontrolled investigation with open therapeutic guidance.
Ugeskr Laeger. 1988;150:218-221.
Cundiff DK, Manyemba J, Pezzullo JC. Anticoagulants
versus non-steroidal anti-inflammatories or placebo for
treatment of venous thromboembolism. The Cochrane
Database of Systematic Reviews. 2006;Issue 1. Art. No.:
CD003746. DOI: 10.1002/14651858.CD003746.pub2.
Abstract available at:
http://www.mrw.interscience.wiley.com/cochrane/clsysrev/a
rticles/CD003746/frame.html, Commentary:
http://medgenmed.medscape.com/viewarticle/557263.
Cundiff DK. Review Article - Anticoagulation Therapy for
Venous Thromboembolism. Medscape General Medicine.
September 9,
2004;6(3):http://www.medscape.com/viewarticle/487577.
Lundberg GD. Is the Current Standard of Medical Practice
for Treating Venous Thromboembolism Simply Wrong?
Medscape General Medicine. September 9, 2004;6(3):
http://www.medscape.com/viewarticle/488717.
Cundiff DK. Letters to Editor re Anticoagulation Therapy for
Venous Thromboembolism. Medscape General Medicine.
January 3,
2005;6(4):http://www.medscape.com/viewarticle/496148.
Cundiff DK. Reply to Letters re Anticoagulation Therapy for
Venous Thromboembolism. Medscape General Medicine.
January 3,
2005;6(4):http://www.medscape.com/viewarticle/496149.
Stein PD, Alpert JS, Bussey HI, Dalen JE, Turpie AGG.
Antithrombotic Therapy in Patients With Mechanical and
Biological Prosthetic Heart Valves. Chest. January 1, 2001
2001;119(90010):220S-227.
Hylek EM, Evans-Molina C, Shea C, Henault LE, Regan S.
Major Hemorrhage and Tolerability of Warfarin in the First
Year of Therapy Among Elderly Patients With Atrial
Fibrillation. 10.1161/CIRCULATIONAHA.106.653048.
Circulation. May 29, 2007;115(21):2689-2696.
541

27.

28.

29.

30.

31.

32.

33.

34.

35.

Flaherty ML, Adeoye O, Sekar P, Haverbusch M, Moomaw
CJ, Tao H, Broderick JP, Woo D. The challenge of designing
a treatment trial for warfarin-associated intracerebral
hemorrhage. Stroke. 2009;40(5):1738-1742.
Go AS, Hylek EM, Phillips KA. Prevalence of diagnosed
atrial fibrillation in adults. National implications for rhythm
management and stroke prevention: The Anticoagulation and
Risk Factors in Atrial Fibrillation (ATRIA) study. JAMA.
2001;285:2370–2375.
Singer N. F.D.A. Panel Gives Nod to Alternative to
Warfarin. NY Times.
http://www.nytimes.com/2009/03/20/business/20drug.html?r
ef=business. March 19, 2009.
Fang MC, Stafford RS, Ruskin JN, Singer DE. National
Trends in Antiarrhythmic and Antithrombotic Medication
Use in Atrial Fibrillation. Arch Intern Med. January 12,
2004;164(1):55-60.
Lip GYH, Agnelli G, Thach AA, Knight E, Roste D,
Tangelderf MJD. Oral anticoagulation in atrial fibrillation: A
pan-European patient survey. European Journal of Internal
Medicine. 2007;18(3):202-208.
Cundiff DK. Anticoagulants for Non Valvular Atrial
Fibrillation (NVAF) - Drug Review. Medscape General
Medicine. 2003;Available at:
http://www.medscape.com/viewarticle/448817 . Accessed
February 26, 2003.
Flaherty ML, Kissela B, Woo D, et al. The increasing
incidence of anticoagulant-associated intracerebral
hemorrhage. 10.1212/01.wnl.0000250340.05202.8b.
Neurology. January 9, 2007;68(2):116-121.
Walker AM, Bennett D. Epidemiology and outcomes in
patients with atrial fibrillation in the United States. Heart
Rhythm. http://www.heartrhythmjournal.com/. 10/10/2008
2008;5:1365-1372. doi:1310.1016/j.hrthm.2008.1307.1014.
Taylor FC, Cohen H, Ebrahim S. Systematic review of long
term anticoagulation or antiplatelet treatment in patients with
non-rheumatic atrial fibrillation. BMJ. 2001;322:321-326.

542

36.
37.

38.

39.

40.

41.

42.

43.

44.

45.
46.

Popma JJ, Weitz J, Bittl JA, et al. Antithrombotic therapy in
patients undergoing coronary angioplasty. Chest. 1998;114(5
Suppl):728S-741S.
Chimowitz MI, Lynn MJ, Howlett-Smith H, et al.
Comparison of Warfarin and Aspirin for Symptomatic
Intracranial Arterial Stenosis. N Engl J Med. March 31, 2005
2005;352(13):1305-1316.
Martí-Fàbregas J, Cocho D, Martí-Vilalta JL, et al. Aspirin
or anticoagulants in stenosis of the middle cerebral artery: A
randomized trial. Cerebrovasc Dis. 2006;22(2-3):162-169.
The ESPRIT Study Group, Algra A. Medium intensity oral
anticoagulants versus aspirin after cerebral ischaemia of
arterial origin (ESPRIT): a randomised controlled trial.
Lancet Neurol. 2007;6(2):115-124.
Anand SS, Bates S, Ginsberg JS, et al. Recurrent venous
thrombosis and heparin therapy: an evaluation of the
importance of early activated partial thromboplastin times.
Archives of Internal Medicine. 1999;159(17):2029-2032.
Cundiff DK. Clinical Evidence For Rebound
Hypercoagulability After Discontinuing Oral Anticoagulants
For Venous Thromboembolism. Medscape Journal of
Medicine. 2008;10(11):258,
http://www.medscape.com/viewarticle/582408.
Collins R, MacMahon S, Flather M, et al. Clinical effects of
anticoagulant therapy in suspected acute myocardial
infarction: systematic overview of randomised trials. BMJ.
1996;313(7058):652-659.
Cairns JA, Theroux P, Lewis HD, Jr., Ezekowitz M, Meade
TW. Antithrombotic Agents in Coronary Artery Disease.
Chest. January 1, 2001 2001;119(90010):228S-252S.
Altman LK. Sharon, Gravely Ill, Invited the Public Inside.
NY Times.
http://www.nytimes.com/2006/02/28/health/28docs.html?pag
ewanted=all. February 28, 2006.
Altman LK. The Doctor's World - As in Sharon's Case,
Handling of Stroke Has Many Variables. Ny Times. January
17, 2006.
Albers GW, Amarenco P, Easton JD, Sacco RL, Teal P.
Antithrombotic and Thrombolytic Therapy for Ischemic
543

47.

48.

49.

50.

51.

52.

53.

54.

Stroke: The Seventh ACCP Conference on Antithrombotic
and Thrombolytic Therapy. Chest. September 1, 2004
2004;126(3_suppl):483S-512.
Eriksson BI, Bauer KA, Lassen MR, Turpie AGG.
Fondaparinux Compared with Enoxaparin for the Prevention
of Venous Thromboembolism after Hip-Fracture Surgery. N
Engl J Med. November 1, 2001;345(18):1298-1304.
Bauer KA, Eriksson BI, Lassen MR, Turpie AGG.
Fondaparinux Compared with Enoxaparin for the Prevention
of Venous Thromboembolism after Elective Major Knee
Surgery. N Engl J Med. November 1, 2001;345(18):13051310.
Lassen MR, Bauerb KA, Erikssonc BI, Turpie AG.
Postoperative fondaparinux versus preoperative enoxaparin
for prevention of venous thromboembolism in elective hipreplacement surgery: a randomised double-blind comparison.
Lancet. 2002;359(9318):1715-1720.
Turpie AGG, Bauer KA, Eriksson BI, Lassen MR.
Fondaparinux vs Enoxaparin for the Prevention of Venous
Thromboembolism in Major Orthopedic Surgery: A Metaanalysis of 4 Randomized Double-blind Studies. Arch Intern
Med. September 9, 2002;162(16):1833-1840.
Agnelli G, Bergqvist D, Cohen AT, Gallus AS, Gent M.
Randomized clinical trial of postoperative fondaparinux
versus perioperative dalteparin for prevention of venous
thromboembolism in high-risk abdominal surgery.
PEGASUS investigators. Br J Surg. 2005;92(10):1212-1220.
F.D.A. Approves New Osteoporosis Therapy, a BoneGrowing Drug. New York Times (AP). November 27, 2002.
http://query.nytimes.com/search/advanced/.
The Matisse Investigators. Subcutaneous Fondaparinux
versus Intravenous Unfractionated Heparin in the Initial
Treatment of Pulmonary Embolism. 0.1056/NEJMoa035451.
N Engl J Med. October 30, 2003;349(18):1695-1702.
Sanofi-Synthelabo to Sell to GlaxoSmithKline Arixtra(R),
Fraxiparine(R) and Notre Dame de Bondeville Plant.
PRNewswire-FirstCall. April 13, 2004. Accessed July 29,
2006.
544

55.

56.

57.

58.
59.
60.

61.
62.
63.
64.

65.

66.

Cundiff D. Benefit of clopidogrel for acute coronary
syndrome and percutaneous coronary interventions in doubt
due to rebound adverse events. Am J Cardiol.
2008;102(2):248.
Healy B. Who says what's best? US News & World Report.
September 3, 2006. Available at:
http://www.usnews.com/usnews/health/articles/060903/11he
aly.htm. Accessed May 31, 2007.
Cundiff DK. Evidence-based Medicine and the Cochrane
Collaboration on Trial. MedGenMed. June 12,
2007;9(2):http://medgenmed.medscape.com/viewarticle/557
263.
Venous Thromboembolism: Prevention, Diagnosis and
Treatment. Chest.89(5 Supplement):369S - 437S.
2nd ACCP Conference on Antithrombotic Therapy.
American College of Chest Physicians. June 21, 1988.
Proceedings. Chest. 1989;95(SUPPLEMENT):1 - 169.
Third ACCP Consenus Conference on Antithrombotic
Therapy. Chest. October 1992;102(4_Supplement.):305S 549.
Fourth ACCP Consensus Conference on Antithrombotic
Therapy. Chest. October 1995;108(4_Supplement):225S522S.
Fifth ACCP Consensus Conference on Antithrombotic
Therapy. Chest. November 1998; 114(5):439S-769S.
Sixth ACCP Consensus Conference on Antithrombotic
Therapy. Chest. 2001 Jan;119(1 Suppl):1S - 370S.
Hull RD, Feldstein W, Pineo GF, Raskob GE. Cost
effectiveness of diagnosis of deep vein thrombosis in
symptomatic patients. Thrombosis & Haemostasis.
1995;74(1):189-196.
Value of the ventilation/perfusion scan in acute pulmonary
embolism. Results of the prospective investigation of
pulmonary embolism diagnosis (PIOPED). The PIOPED
Investigators. JAMA. 1990;263(20):2753-2759.
Heit JA, Melton LJ, Lohse CM, et al. Incidence of venous
thromboembolism in hospitalized patients vs community
residents.10.4065/76.11.1102. Mayo Clinic Proceedings.
November 2001;76(11):1102-1110.
545

67.
68.

69.
70.

71.

72.

73.

74.

75.
76.

77.

Hull RD, Feldstein W, Stein PD, Pineo GF. Costeffectiveness of pulmonary embolism diagnosis. Archives of
Internal Medicine. 1996;156(1):68-72.
Levine MN, Raskob G, Landefeld S, Kearon C.
Hemorrhagic complications of anticoagulant treatment.
Chest. 1998;114(5 Suppl):511S-523S.
Levine MN, Hirsh J, Landefeld S, Raskob G. Hemorrhagic
complications of anticoagulant treatment. Chest. 1992;102(4
Suppl):352S-363S.
Landefeld CS, Beyth RJ. Anticoagulant-related bleeding:
clinical epidemiology, prediction, and prevention. American
Journal of Medicine. 1993;95(3):315-328.
Fihn SD, McDonell M, Martin D, et al. Risk factors for
complications of chronic anticoagulation. A multicenter
study. Warfarin Optimized Outpatient Follow-up Study
Group. Annals of Internal Medicine. 1993;118(7):511-520.
van der Meer FJ, Rosendaal FR, Vandenbroucke JP, Briet E.
Bleeding complications in oral anticoagulant therapy. An
analysis of risk factors. Archives of Internal Medicine.
1993;153(13):1557-1562.
Nieto JA, Camara T, Gonzalez-Higueras E, Ruiz-Gimenez
N, Guijarro R, Marchena PJ, Monreal M; RIETE
Investigators. Clinical outcome of patients with major
bleeding after venous thromboembolism. Findings from the
RIETE Registry. Thromb Haemost. 2008;100(5):789-796.
Spencer FA, Gore JM, Reed G, Lessard D, Pacifico L,
Emery C, Crowther MA, Goldberg RJ. Venous
thromboembolism and bleeding in a community setting. The
Worcester Venous Thromboembolism Study. Thromb
Haemost. 2009;101(51878-85).
Flaherty ML, Haverbusch M, Sekar P, et al. Location and
Outcome of Anticoagulant-Associated Intracerebral
Hemorrhage. Neurocrit. Care. 2006;5:197–201.
O'Brien CL, Gage BF. Costs and Effectiveness of
Ximelagatran for Stroke Prophylaxis in Chronic Atrial
Fibrillation. JAMA. February 9, 2005 2005;293(6):699-706.
Sisko A, Truffer C, Smith S, et al. Health Spending
Projections Through 2018: Recession Effects Add
546

78.

79.

80.

81.

82.

83.

84.

Uncertainty To The Outlook. 10.1377/hlthaff.28.2.w346.
Health Aff. February 24, 2009:hlthaff.28.22.w346.
Fanikos J, Grasso-Correnti N, Shah R, Kucher N, Goldhaber
SZ. Major Bleeding Complications in a Specialized
Anticoagulation Service. Am J Cardiol. August 15,
2005;96(4):595-598.
Petersen JL, Mahaffey KW, Hasselblad V, et al. Efficacy and
Bleeding Complications Among Patients Randomized to
Enoxaparin or Unfractionated Heparin for Antithrombin
Therapy in Non-ST-Segment Elevation Acute Coronary
Syndromes: A Systematic Overview. 10.1001/jama.292.1.89.
JAMA. July 7, 2004;292(1):89-96.
Rao SV, Jollis JG, Harrington RA, et al. Relationship of
Blood Transfusion and Clinical Outcomes in Patients With
Acute Coronary Syndromes. 10.1001/jama.292.13.1555.
JAMA. October 6, 2004;292(13):1555-1562.
Moscucci M, Fox KAA, Cannon CP, et al. Predictors of
major bleeding in acute coronary syndromes: the Global
Registry of Acute Coronary Events (GRACE).
10.1016/S0195-668X(03)00485-8. Eur Heart J. October 2,
2003;24(20):1815-1823.
Amit Segev, MDa, Bradley H. Strauss, MD, PhDa, Mary
Tan, BScb, Christian Constance, MDc, Anatoly Langer,
MSc, MDab, Shaun G. Goodman, MSc,
MDabCorresponding Author Informationemail address, for
the Canadian Acute Coronary Syndromes Registries
Investigators. Predictors and 1-year outcome of major
bleeding in patients with non–ST-elevation acute coronary
syndromes: Insights from the Canadian Acute Coronary
Syndrome Registries. Am Heart J. 2005;150(4):690-694.
Eikelboom JW, Mehta SR, Anand SS, Xie C, Fox KAA,
Yusuf S. Adverse Impact of Bleeding on Prognosis in
Patients With Acute Coronary Syndromes.
10.1161/CIRCULATIONAHA.106.612812. Circulation.
August 22, 2006;114(8):774-782.
Leonardi MJ, McGory ML, Ko CY. The Rate of Bleeding
Complications After Pharmacologic Deep Venous
Thrombosis Prophylaxis: A Systematic Review of 33
547

85.

86.
87.

88.

89.

90.

91.

92.

Randomized Controlled Trials. 10.1001/archsurg.141.8.790.
Arch Surg. August 1, 2006;141(8):790-799.
Anderson FA, Jr. , Zayaruzny M, Heit JA, Fidan D, Cohen
AT. Estimated annual numbers of US acute-care hospital
patients at risk for venous thromboembolism. Am J Hematol.
July 11, 2007;Epub ahead of print.
Goldhaber SZ. Venous thromboembolism risk among
hospitalized patients: Magnitude of the risk is staggering. Am
J Hematol. July 11, 2007;Epub ahead of print.
McGarry LJ, Thompson D, Weinstein MC, Goldhaber SZ.
Cost effectiveness of thromboprophylaxis with a lowmolecular-weight heparin versus unfractionated heparin in
acutely ill medical inpatients. Am J Manag Care.
2004;10(9):632-642.
Muntz J, Scott DA, Lloyd A, Egger M. Major bleeding rates
after prophylaxis against venous thromboembolism:
systematic review, meta-analysis, and cost implications. Int J
Technol Assess Health Care. 2004;20(4):405-414.
Alexander KP, Chen AY, Roe MT, et al. Excess Dosing of
Antiplatelet and Antithrombin Agents in the Treatment of
Non-ST-Segment Elevation Acute Coronary Syndromes
10.1001/jama.294.24.3108. JAMA. December 28,
2005;294(24):3108-3116.
Alchemia Announces solid progress over the past 12 months.
ASX / Media Release. 22 August 2008. Available at:
http://www.ausbiotech.org/data/downloads/Alchemia%20an
nounces%20solid%20progress%20over%20past%2012%20
months,%2022%20August%202008.pdf. Accessed April 28,
2009.
Barr Confirms Patent Challenge of Argatroban(R). Barr
Pharmaceuticals. Jan 2, 2008. Available at:
http://www.reuters.com/article/pressRelease/idUS112025+0
2-Jan-2008+PRN20080102. Accessed May 4, 2009.
The Clopidogrel in Unstable Angina to Prevent Recurrent
Events Trial Investigators. Effects of Clopidogrel in
Addition to Aspirin in Patients with Acute Coronary
Syndromes without ST-Segment Elevation.
10.1056/NEJMoa010746. N Engl J Med. August 16,
2001;345(7):494-502.
548

93.

94.

95.

Yusuf S, Mehta SR, Zhao F, et al. Early and Late Effects of
Clopidogrel in Patients With Acute Coronary Syndromes.
10.1161/01.CIR.0000051362.96946.15. Circulation.
February 25, 2003;107(7):966-972.
Bhatt DL, Fox KAA, Hacke W, et al. Clopidogrel and
Aspirin versus Aspirin Alone for the Prevention of
Atherothrombotic Events. 10.1056/NEJMoa060989. N Engl
J Med. April 20, 2006;354(16):1706-1717.
Strong Plavix sales pushes Bristol-Myers into the black for
Q4. Cardiovascular Business. February 04, 2009. Available
at:
http://www.cardiovascularbusiness.com/index.php?option=c
om_articles&view=article&id=16127.

Chapter 12
1.
Herman S, Blumenthal JA, Babyak M, et al. Exercise
therapy for depression in middle-aged and older adults:
predictors of early dropout and treatment failure. Health
Psychol. 2002;21(6):553-563.
2.
Babyak M, Blumenthal JA, Herman S, et al. Exercise
treatment for major depression: maintenance of therapeutic
benefit at 10 months. Psychosom Med. 2000;62(5):633-638.
3.
Antonuccio DO, Burns DD, Danton WG. Antidepressants: A
Triumph of Marketing Over Science? Prevention &
Treatment.
2002;5(25):http://www.journals.apa.org/prevention/volume5/
pre0050025c.html.
4.
Morrison J. Complete DSM-IV Diagnostic Criteria: Major
Depressive Disorder. Jim Morrison, MD. Available at:
http://mysite.verizon.net/res7oqx1/id10.html. Accessed June
2, 2004.
5.
Carey B. Study Finds a Link of Drug Makers to
Psychiatrists.
NY
Times.
http://www.nytimes.com/2006/04/20/health/20psych.html.
April 20, 2006.
6.
Kessler RC, Berglund P, Demler O, et al. The Epidemiology
of Major Depressive Disorder: Results From the National
Comorbidity Survey Replication (NCS-R). JAMA. June 18,
2003 2003;289(23):3095-3105.
549

7.
8.
9.
10.
11.

12.
13.
14.

15.
16.
17.

18.

Moore TJ. Briefing on Drugs for Depression. Available at:
http://www.thomasjmoore.com/pages/depress.shtml.
Accessed January 14, 2003.
Moore TJ. No prescription for happiness--Could it be that
antidepressants do little more than placebos. Boston Globe.
October 19, 1999.
Moncrieff J, Wessely S, Hardy R. Active placebos versus
antidepressants for depression. Cochrane Database Syst Rev.
2004;1:CD003012.
Moore TJ. Hard to Swallow. The Washingtonian; 1997.
Harris G. Student, 19, in Trial of New Antidepressant
Commits
Suicide.
New
York
Times.
http://www.nytimes.com/2004/02/12/health/12SUIC.html.
February 12, 2004.
Healy D. Emergence of antidepressant induced suicidality.
Primary Care Psychiatry. 8 2000;6(1):23.
Teicher M, Glod C, Cole J. Emergence of intense suicidal
preoccupation during fluoxetine treatment. Am J Psychiatry.
February 1, 1990 1990;147(2):207-210.
Khan A, Warner HA, Brown WA. Symptom Reduction and
Suicide Risk in Patients Treated With Placebo in
Antidepressant Clinical Trials: An Analysis of the Food and
Drug Administration Database. Arch Gen Psychiatry. April
1, 2000;57(4):311-317.
Harris E, Barraclough B. Suicide as an outcome for mental
disorders. A meta-analysis. Br J Psychiatry. March 1,
1997;170(3):205-228.
van Praag HM, Plutchik R. Depression type and depression
severity in relation to risk of violent suicide attempt.
Psychiatry Res. 1984;12(4):333-338.
Khan A, Khan S, Kolts R, Brown WA. Suicide Rates in
Clinical Trials of SSRIs, Other Antidepressants, and
Placebo: Analysis of FDA Reports. Am J Psychiatry. April 1,
2003 2003;160(4):790-792.
Storosum JG, van Zwieten BJ, van den Brink W, Gersons
BPR, Broekmans AW. Suicide Risk in Placebo-Controlled
Studies of Major Depression. Am J Psychiatry. August 1,
2001;158(8):1271-1275.
550

19.
20.

21.

22.

23.

24.
25.

26.
27.

28.

Rouillon F, Serrurier D, Miller HD, Gerard MJ. Prophylactic
efficacy of maprotiline on unipolar depression relapse. J Clin
Psychiatry. 1991;52(10-423-31).
Versiani M, Mehilane L, Gaszner P, Arnaud-Castiglioni R.
Reboxetine, a unique selective NRI, prevents relapse and
recurrence in long-term treatment of major depressive
disorder. J Clin Psychiatry. 1999;60(6):400-406.
Terra JL, Montgomery SA. Fluvoxamine prevents recurrence
of depression: results of a long-term, double-blind, placebocontrolled study. Int Clin Psychopharmacol. 1998;13(2):5562.
Robert P, Montgomery SA. Citalopram in doses of 20-60 mg
is effective in depression relapse prevention: a placebocontrolled 6 month study. Int Clin Psychopharmacol.
1995;10(suppl 1):29-35.
Feiger AD, Bielski RJ, Bremner J, et al. Double-blind,
placebo-substitution study of nefazodone in the prevention of
relapse during continuation treatment of outpatients with
major depression. Int Clin Psychopharmacol. 1999;14(1):1928.
Doogan D, Caillard V. Sertraline in the prevention of
depression. Br J Psychiatry. February 1, 1992
1992;160(2):217-222.
Montgomery S, A,, Dunbar G. Paroxetine is better than
placebo in relapse prevention and the prophylaxis of
recurrent
depression.
Int
Clin
Psychopharmacol.
1993;8(3):189-195.
Beasley CMJ, Dornseif BE, Bosomworth JC, et al.
Fluoxetine and suicide: a meta-analysis of controlled trials of
treatment for depression BMJ. 1991;303(6804):685-692.
Birmaher BM, Ryan NDM, Williamson DEB, et al.
Childhood and Adolescent Depression: A Review of the Past
10 Years. Part I. Journal of the American Academy of Child
& Adolescent Psychiatry. November 1996;35(11):14271439.
Lewinsohn PM, Hops H, Roberts RE, Seeley JR, Andrews
JA. Adolescent psychopathology: I. Prevalence and
incidence of depression and other DSM-III-R disorders in
551

29.

30.
31.

32.
33.
34.

35.

36.

37.

38.

high school students. J Abnorm Psychol. 1993;102(1):133144.
Practice Parameters for the Assessment and Treatment of
Children and Adolescents With Depressive Disorders.
Journal of the American Academy of Child & Adolescent
Psychiatry. October 1998;37(10S):Supplement:63S-83S.
Grunbaum JA, Kann L, Kinchen SA, al. e. Youth risk
behavior surveillance—United States. MMWR CDC Surveill.
Summ. 2002;51(SS-4):1-62.
McCauley E, Myers K, Mitchell J, Calderon R, Schloredt K,
Treder R. Depression in young people: initial presentation
and clinical course. J Am Acad Child Adolesc Psychiatry.
1993;32(4):714-722.
Goode E. Study Finds More Children Taking Psychiatric
Drugs. New York Times. January 14, 2003.
Zito JM, Safer DJ, DosReis S, et al. Psychotropic practice
patterns for youth: a 10-year perspective. Arch Pediatr
Adolesc Med. 2003;157(1):17-25.
FREUDENHEIM M. Behavior Drugs Lead in Sales for
Children.
New
York
Times.
http://www.nytimes.com/2004/05/17/business/17drug.html.
May 17, 2004.
HARRIS G. Antidepressant Seen as Effective for
Adolescents.
New
York
Times.
http://www.nytimes.com/2004/06/02/health/02DEPR.html?p
agewanted = all&position = . June 2, 2004.
Harris G. Britain Says Use of Paxil by Children Is
Dangerous.
New
York
Times.
http://www.nytimes.com/2003/06/11/business/worldbusiness/
11PILL.html. June 11, 2003.
Spitzer E. The People of the State of New York by Elliot
Spitzer, Plaintiff, against GlaxoSmithKline SmithKline
Beecham Corporation, Defendants: The Supreme Court of
the State of New York; 2004.
HARRIS G. Regulators Want Antidepressants to List
Warning.
New
York
Times.
http://www.nytimes.com/2004/03/23/health/23DEPR.html?p
agewanted = all&position = . March 23, 2004.
552

39.

40.

41.
42.

43.

44.

45.
46.

47.
48.

FDA
Statement
on
Recommendations
of
the
Psychopharmacologic Drugs and Pediatric Advisory
Committees. Food and Drug Administration. September 16,
2004.
Available
at:
http://www.fda.gov/bbs/topics/news/2004/NEW01116.html.
Accessed October 6, 2004.
Harris G. F.D.A. Links Drugs to Being Suicidal. New York
Times.
http://www.nytimes.com/2004/09/14/health/14depress.html?
pagewanted = all&position = . September 14, 2004.
Goode E. Antidepressants Lift Clouds, but Lose 'Miracle
Drug' Label. New York Times. June 30, 2002.
National Health Expenditures and Selected Economic
Indicators, Levels and Average Annual Percent Change:
Selected Calendar Years 1990-2013. Centers for Medicare &
Medicaid Services, Office of the Actuary. Available at:
http://www.cms.hhs.gov/statistics/nhe/projections2003/t2.asp.
Linde K, Ramirez G, Mulrow CD, Pauls A, Weidenhammer
W, Melchart D. St John's Wort for depression: An overview
and meta-analysis of randomised clinical trials. BMJ.
1996;313(7052):253-258.
Risk of Drug Interactions with St John's Wort and Indinavir
and Other Drugs. Food and Drug Administration. February
10,
2000.
Available
at:
http://www.fda.gov/cder/drug/advisory/stjwort.htm.
Accessed March 5, 2003.
Kirsch I. St John's wort, conventional medication, and
placebo: an egregious double standard. Complement Ther
Med. 2003;11(3):193-195.
Brosse AL, Sheets ES, Lett HS, Blumenthal JA. Exercise
and the treatment of clinical depression in adults: recent
findings and future directions. Sports Med. 2002;32(12):741760.
Manber R, Allen JJ, Morris MM. Alternative treatments for
depression: empirical support and relevance to women. J
Clin Psychiatry. 2002;63(7):628-640.
Penninx BW, Rejeski WJ, Pandya J, et al. Exercise and
depressive symptoms: a comparison of aerobic and
553

49.
50.

51.
52.
53.

resistance exercise effects on emotional and physical
function in older persons with high and low depressive
symptomatology. J Gerontol B Psychol Sci Soc Sci.
2002;57(2):P124-132.
Hittleman RL. Richard Hittleman's 30 day yoga meditation
plan: Bantam Books; 1978.
Kabat-Zinn J. Full Catastrophe of Living : Using the
Wisdom of Your Body and Mind to Face Stress, Pain, and
Illness. New York, NY.: Delta Book published by Dell
Publishing; 1988.
Kabat-Zinn J. Wherever You Go There You Are Mindfulness
Meditation in Everyday Life. New York, NY: Hyperion
Press; 1995.
Swanson JL. Communing With Nature: A Guidebook for
Enhancing Your Relationship With the Living Earth:
1stBooks Library; (November 2001); 2001.
Cook JA, Leff HS, Blyler CR, et al. Results of a Multisite
Randomized Trial of Supported Employment Interventions
for
Individuals
With
Severe
Mental
Illness
10.1001/archpsyc.62.5.505. Arch Gen Psychiatry. May 1,
2005 2005;62(5):505-512.

Chapter 13
1.
Harris R, Lohr KN. Screening for Prostate Cancer: An
Update of the Evidence for the U.S. Preventive Services
Task Force. Ann Intern Med. 2002;137:917-929.
2.
Smith RA, Cokkinides V, Levin B, et al. American Cancer
Society guidelines for the early detection of cancer. The
American Cancer Society. CA Cancer J Clin. 2002;52(8-22).
3.
Council for Affordable Health Insurance Releases Updated
State Mandate Publication - 1,843 Mandates Identified, Plus
Assessments of Their Cost. March 7, 2007. Available at:
http://www.cahi.org/article.asp?id = 774. Accessed March
17, 2006.
4.
Sirovich BE, Schwartz LM, Woloshin S. Screening Men for
Prostate and Colorectal Cancer in the United States--Does
Practice Reflect the Evidence? JAMA. 2003;289(11):14141420.
554

5.
6.
7.

8.

9.

10.
11.
12.

13.
14.

15.

Jemal A, Thomas A, Murray T, Thun M. Cancer statistics,
2002. CA Cancer J Clin. 2002;52(1):23-47.
Sakr WG, Haas GP, Cassin BF. The frequency of carcinoma
and intraepithelial neoplasia of the prostate in young male
patients. J Urol. 1993;150:379.
Stanford JL, Stephenson RA, Coyle LM, et al. Prostate
Cancer Trends 1973-1995. SEER Program, NIH publication
no. 99-4543. National Cancer Institute. 1999. Available at:
http://seer.cancer.gov/publications/prostate/.
Accessed
January 21, 2003.
Holmberg L, Bill-Axelson A, Helgesen F, et al. A
randomized trial comparing radical prostatectomy with
watchful waiting in early prostate cancer. N Engl J Med.
2002;347(11):781-789.
Bill-Axelson A, Holmberg L, Ruutu M, et al. Radical
Prostatectomy versus Watchful Waiting in Early Prostate
Cancer. N Engl J Med. May 12, 2005 2005;352(19):19771984.
Johansson J-E, Andren O, Andersson S-O, et al. Natural
History of Early, Localized Prostate Cancer. JAMA. June 9,
2004 2004;291(22):2713-2719.
Sattilaro AJ, Monte T. Recalled By Life - The Story of My
Recovery From Cancer. Boston, MA: Houghton Mifflin
Company; 1982.
Ornish DM, Lee KL, Fair WR, Pettengill EB, Carroll PR.
Dietary trial in prostate cancer: Early experience and
implications for clinical trial design. Urology. 2001;57(4
Suppl 1):200-201.
Ornish D, Weidner G, Fair WR, et al. Intensive Lifestyle
Changes May Affect The Progression of Prostate Cancer.
Journal of Urology. September 2005;174(3):1065-1070.
Ellison L, Cheli CD, Bright S, Veltri RW, Partin AW. Costbenefit analysis of total, free/total, and complexed prostatespecific antigen for prostate cancer screening. Urology.
2002;60(4 Suppl 1):42-46.
Projections of the Total Resident Population by 5-Year Age
Groups, and Sex with Special Age Categories: Middle
Series, 2001 to 2005. Population Projections Program,
Population Division, U.S. Census Bureau. Available at:
555

16.

17.

18.

19.

20.

http://www.census.gov/population/projections/nation/summa
ry/np-t3-b.pdf.
Heffler S, Smith S, Keehan S, Borger C, Clemens MK,
Truffer C. Trends: U.S. Health Spending Projections For
2004-2014. Health Aff. February 23, 2005;24(1):185-194
http://content.healthaffairs.org/cgi/reprint/hlthaff.w185.174v
181.
Burkhardt JH, Litwin MS, Rose CM, et al. Comparing the
costs of radiation therapy and radical prostatectomy for the
initial treatment of early-stage prostate cancer. J Clin Oncol.
2002;20(12):2869-2875.
National Health Expenditures and Selected Economic
Indicators, Levels and Average Annual Percent Change:
Selected Calendar Years 1990-2013. Centers for Medicare &
Medicaid Services, Office of the Actuary. Available at:
http://www.cms.hhs.gov/statistics/nhe/projections2003/t2.asp.
Bakalar N. Report Casts Fresh Doubts on Prostate Cancer
Testing.
NY
Times.
http://www.nytimes.com/2006/01/10/health/10pros.html.
January 10, 2006.
Thompson IM, Goodman PJ, Tangen CM, et al. The
Influence of Finasteride on the Development of Prostate
Cancer. N Engl J Med. June 24, 2003 2003:NEJMoa030660.

Chapter 14
1.
Shapiro S, Venet W, Strax P, Venet L, eds. Current results
of the breast cancer screening randomized trial: the Health
Insurance Plan (HIP) of greater New York study. Toronto:
Hans Huber; 1988. Day NE, Miller AB, eds. Screening for
Breast Cancer.
2.
Miller AB, To T, Baines CJ, Wall C. The Canadian National
Breast Screening Study-1: breast cancer mortality after 11 to
16 years of follow-up. A randomized screening trial of
mammography in women age 40 to 49 years. Ann Intern
Med. 2002;137:305-312.
3.
Miller AB, Baines CJ, To T, Wall C. Canadian National
Breast Screening Study: 2. Breast cancer detection and death
556

4.
5.

6.
7.
8.

9.
10.

11.

12.
13.
14.

rates among women aged 50 to 59 years. CMA.
1992;147(10):1477-1488.
U.S. Preventive Services Task Force. Guide to Clinical
Preventive Services. Baltimore:: Williams & Wilkins; 1996.
Council for Affordable Health Insurance Releases Updated
State Mandate Publication - 1,843 Mandates Identified, Plus
Assessments of Their Cost. March 7, 2006. Available at:
http://www.cahi.org/article.asp?id = 774. Accessed March
17, 2006.
Olsen O, Gotzsche PC. Screening for breast cancer with
mammography. Cochrane Database Syst Rev. 2001;4.
Olsen O, Gotzsche PC. Cochrane review on screening for
breast
cancer
with
mammography.
Lancet.
2001;358(9290):1340-1342.
Humphrey LL, Helfand M, Chan BKS, Woolf SH. Breast
Cancer Screening. Summary of the evidence. Originally in
Ann Intern Med 2002;137:344-6.Agency for Healthcare
Research
and
Quality,
Rockville,
MD.
http://www.ahrq.gov/clinic/3rduspstf/breastcancer/bcscrnsu
m1.htm.
Ernster VL, Barclay J, Kerlikowske K, Grady D, Henderson
C. Incidence of and treatment for ductal carcinoma in situ of
the breast. JAMA. 1996;275:913-918.
Welch H, Black W. Using autopsy series to estimate the
disease "reservoir" for ductal carcinoma in situ of the breast:
how much more breast cancer can we find? Ann Intern Med.
1997;127:1023-1028.
Schwartz LM, Woloshin S, Sox HC, Fischhoff B, Welch
HG. U.S. women's attitudes to false positive mammography
results and detection of ductal carcinoma in situ: cross
sectional survey. BMJ. 2000;320(7250):1635-1640.
Feig SA, Hendrick RE. Radiation risk from screening
mammography of women aged 40-49 years. J Natl Cancer
Inst Monogr. 1997;22:119-124.
Thomas DB, Gao DL, Ray RM, et al. Randomized trial of
breast self-examination in Shanghai: final results. J Natl
Cancer Inst. 2002;94(19):1445-1457.
Freudenheim M, Franco A. THE BUSINESS OF
MAMMOGRAPHY--Mammogram Centers Facing Rising
557

15.

16.
17.
18.

Costs and Low Reimbursements. New York Times. April 9,
2002.
Elmore JG, Barton MB, Moceri VM, Polk S, Arena PJ,
Fletcher SW. Ten-year risk of false positive screening
mammograms and clinical breast examinations. N Engl J
Med. 1998;338(16):1089-1096.
Elmore JG, Armstrong K, Lehman CD, Fletcher SW.
Screening for Breast Cancer. JAMA. March 9, 2005
2005;293(10):1245-1256.
Duenwald M. Putting Cancer Screening to the Test. New
York Times. October 15, 2002.
Borger C, Smith S, Truffer C, et al. Health Spending
Projections Through 2015: Changes On The Horizon. Health
Affairs. March 1, 2006;25(2):hlthaff.25.w61-w73.

Chapter 15
1.
Moseley JB, O'Malley K, Petersen NJ, et al. A controlled
trial of arthroscopic surgery for osteoarthritis of the knee. N
Engl J Med. 2002;347(2):81-88.
2.
Small NC. Complications in arthroscopic surgery performed
by experienced arthroscopists. Arthroscopy. 1988;4(3):215221.
3.
Collins JJ. Knee-joint arthroscopy--early complications. Med
J Aust. 1989;150(12):702-703.
4.
National Coverage Determination (NCD) for arthroscopic
lavage and arthroscopic debridement for the osteoarthritic
knee. Medicare Coverage Database. CMS Pub. No. 100-3,
Sec.
150.9.
http://www.cms.hhs.gov/medlearn/matters/mmarticles/2004/
MM3281.pdf. Baltimore, MD: Center for Medicare and
Medicaid Services (CMS). June 11, 2004.
5.
Pagnano MW, Clarke HD, Jacofsky DJ, Amendola A,
Repicci JA. Surgical treatment of the middle-aged patient
with arthritic knees. Instr Course Lect. 2005;54:251-259.
6.
Fond J, Rodin D, Ahmad S, Nirschl R. Arthroscopic
debridement for the treatment of osteoarthritis of the knee: 2and 5-year results. Arthroscopy. 2002;18(8):829-834.
7.
Day R, Brooks P, Conaghan PG, Petersen M. A double
blind, randomized, multicenter, parallel group study of the
558

8.

9.

10.
11.
12.

13.
14.

15.

16.

effectiveness and tolerance of intraarticular hyaluronan in
osteoarthritis of the knee. J Rheumatol. 2004;31(4):775-782.
Lowry V. Novel Remedies for the Aching Knees of Summer.
New
York
Times.
http://www.nytimes.com/2004/06/29/health/nutrition/29knee.
html?pagewanted = all&position = . June 29, 2004.
Kolata G. Healing a Bad Back Is Often an Effort in Painful
Futility.
New
York
Times.
http://www.nytimes.com/2004/02/09/national/09BACK.html?
pagewanted = all&position = . February 9, 2004.
Assendelft WJ, Morton SC, Yu E, Suttorp MJ, Shekelle PG.
Spinal manipulative therapy for low back pain. Cochrane
Database Syst Rev. 2004;(1):CD000447.
Hsieh CY, Adams AH, Tobis J, et al. Effectiveness of four
conservative treatments for subacute low back pain: a
randomized clinical trial. Spine.27(11):1142-1148.
Hurwitz EL, Morgenstern H, Harber P, et al. A Randomized
Trial of Medical Care With and Without Physical Therapy
and Chiropractic Care With and Without Physical Modalities
for Patients With Low Back Pain: 6-Month Follow-Up
Outcomes From the UCLA Low Back Pain Study. Spine.
October 15, 2002;27(20):2193-2204.
Williams KA, Petronis J, Smith D, et al. Effect of Iyengar
yoga therapy for chronic low back pain. Pain. 2005;115(12):107-117.
Barclay L, Vega C. Yoga May Be More Effective Than SelfCare for Chronic Back Pain CME/CE. Medscape Medical
News.
Available
at:
http://www.medscape.com/viewarticle/520135?sssdmh
=
dm1.180330&src = top10. Accessed February 6, 2006.
Jarvik JG, Hollingworth W, Martin B, et al. Rapid magnetic
resonance imaging vs radiographs for patients with low back
pain: a randomized controlled trial. JAMA. June 4,
2003;289(21):2810-2818.
Carragee EJ, Barcohana B, Alamin T, van den Haak E.
Prospective Controlled Study of the Development of Lower
Back Pain in Previously Asymptomatic Subjects Undergoing
Experimental
Discography.
Spine.
May
15,
2004;29(10):1112-1117.
559

17.

18.

19.
20.

21.

22.

23.
24.

25.

26.

State of Healthcare Quality 2005--Industry Trends and
Analysis. National Committee for Quality Assurance.
Washington,
D.C.
Available
at:
http://www.ncqa.org/Docs/SOHCQ_2005.pdf.
Accessed
February 7, 2006.
Weinstein JN, Bronner KK, Morgan TS, Wennberg JE.
Trends: Trends And Geographic Variations In Major Surgery
For Degenerative Diseases Of The Hip, Knee, And Spine.
Health Aff. October 7, 2004 2004:hlthaff.var.81.
Ongley MJ, Klein RG, Dorman TA, Eek BC, Hubert LJ. A
new approach to the treatment of chronic low back pain.
Lancet. 143-6 1987(2):8551.
Reeves KD, Hassanein K. Randomized prospective doubleblind placebo-controlled study of dextrose prolotherapy for
knee osteoarthritis with or without ACL laxity. Altern Ther
Health Med. 2000;6(2):68-74.
Reeves KD, Hassanein K. Randomized, prospective,
placebo-controlled double-blind study of dextrose
prolotherapy for osteoarthritic thumb and finger (DIP, PIP,
and trapeziometacarpal) joints: evidence of clinical efficacy.
J Altern Complement Med. 2000;6(4):311-320.
Dufresne C, Roan S. A Ski Run for Border - Miller and
Schlopy were treated for knee injuries in Ensenada by a
doctor who was barred in the U.S. They have never failed a
drug test. LA Times. http://www.latimes.com/sports/la-spolydoc9feb09,1,2355835.story. February 9, 2006.
Allen JE. Don't Be So Fast to Knock Knee Surgery. LA
Times. July 22, 2002.
Smith C, Cowan C, Heffler S, Catlin A, the National Health
Accounts Team. National Health Spending In 2004: Recent
Slowdown Led By Prescription Drug Spending. Health Aff.
January 1, 2006 2006;25(1):186-196.
Heffler S, Smith S, Keehan S, Borger C, Clemens MK,
Truffer C. Trends: U.S. Health Spending Projections For
2004-2014. Health Aff. February 23, 2005;24(1):185-194
http://content.healthaffairs.org/cgi/reprint/hlthaff.w185.174v
181.
Kolata G. V.A. Suggests Halt to Kind of Knee Surgery. New
York Times. August 24, 2002;Section A: 9.
560

27.

28.

Luo X, Pietrobon R, Sun SX, Liu GG, Hey L. Estimates and
patterns of direct health care expenditures among individuals
with back pain in the United States. Spine. Jan 1,
2004;29(1):79-86.
Liu AC, Byrne E. Cost of care for ambulatory patients with
low back pain. J Fam Pract. 1995;40(5):449-455.

Chapter 16
1.
Haney DQ. Cancer Studies Often Exclude the Elderly. New
York
Times
(AP).
http://www.nytimes.com/aponline/national/AP-CancerElderly.html. May 31, 2003.
2.
Oncologic Drugs Advisory Committee -- 60th Meeting. FDA
Center for Drug Evaluation and Research. January 12, 1999.
Available
at:
http://www.fda.gov/ohrms/dockets/ac/99/transcpt/3489t1.pdf
. Accessed July 5, 2003.
3.
Williams G. ASCO/FDA Lung Cancer Endpoints Workshop.
U.S. Food and Drug Administration. March 29,2003.
Available
at:
http://www.fda.gov/cder/drug/cancer_endpoints/agenda.pdf.
4.
Harris G. New Drugs Hit the Market, but Promised Trials Go
Undone.
NY
Times.
http://www.nytimes.com/2006/03/04/national/04drug.html?_
r = 1&oref = slogin. March 4, 2006.
5.
Abel U. Chemotherapy of advanced epithelial cancer - a
critical review*1. Biomedecine & Pharmacotherapy.
1992;46(10):439-452.
6.
Allen JE, Marsa L. What's coming up in the world of new
therapies.
LA
Times.
January
6,
2003.
http://pqasb.pqarchiver.com/latimes/.
7.
Marino P, Preatoni A, Cantoni A. Randomized trials of
radiotherapy alone versus combined chemotherapy and
radiotherapy in stages IIIa and IIIb nonsmall cell lung
cancer. A meta-analysis. Cancer. 1995;76(4):593-601.
8.
Depierre A, Chastang C, Quoix E, et al. Vinorelbine versus
vinorelbine plus cisplatin in advanced non-small cell lung
cancer: a randomized trial. Ann Oncol. 1994;5(1):37-42.
561

9.

10.

11.

12.
13.

14.
15.

16.

17.

18.

Cellerino R, Tummarello D, Porfiri E, et al. Non small cell
lung cancer (NSCLC). A prospective randomized trial with
alternating chemotherapy CEP/MEC' versus no treatment.
Eur J Cancer Clin Oncol. 1988;24(12):1839-1843.
Chang AY, Kim K, Boucher H, et al. A randomized phase II
trial of echinomycin, trimetrexate, and cisplatin plus
etoposide in patients with metastatic nonsmall cell lung
carcinoma: an Eastern Cooperative Oncology Group Study
(E1587). Cancer. 1998;2(2):292-300.
Bonomi P, Kim K, Kusler J, Johnson D. Cisplatin/etoposide
vs paclitaxel/cisplatin/G-CSF vs paclitaxel/cisplatin in nonsmall-cell lung cancer. Oncology (Huntingt). 1997;11(4
Suppl 3):9-10.
Linde K, Mulrow CD, Fischer P. St. John's wort for
depression [protocol]. The Cochrane Library: Update
1998;2.
Linde K, Ramirez G, Mulrow CD, Pauls A, Weidenhammer
W, Melchart D. St John's Wort for depression: An overview
and meta-analysis of randomised clinical trials. BMJ.
1996;313(7052):253-258.
Woelk H. Comparison of St John's wort and imipramine for
treating depression: randomised controlled trial.
The
Remotiv/Imipramine Study Group. BMJ. 2000;321:536-539.
Oncologic Drugs Advisory Committee --72nd Meeting.
Department of Health and Human Services -- FDA Center
for Drug Evaluation and Research. September 24, 2002.
Available
at:
http://www.fda.gov/ohrms/dockets/ac/02/transcripts/3894T1.
doc. Accessed July 4, 2003.
FDA Approves New Type of Drug for Lung Cancer.
Rockville, MD: Food and Drug Administration.
http://www.fda.gov/bbs/topics/NEWS/2003/NEW00901.htm
l.; May 5, 2003.
AstraZeneca
Withdraws
Drug
Application.
THE
ASSOCIATED
PRESS.
http://www.nytimes.com/aponline/business/AP-BritainAstraZeneca.html. January 4, 2005, 2005.
Barbehenn E, Lurie P, Wolfe SM. Petition to the FDA to add
a black box warning to the label of the cancer drug IRESSA
562

19.

20.

21.

22.

23.

24.
25.
26.

27.

28.

(HRG
Publication
#1667).
https://www.citizen.org/publications/release.cfm?ID = 7246.
Washington, DC: Public Citizen Health Research Group;
2003.
Barbehenn E, Lurie P, Wolfe SM. Cancer Drug Iressa
Should Not Be Approved, Public Citizen Tells FDA.
Washington, DC: Public Citizen Health Research Group;
2003.
FDA OKs Last - Chance Drug for Lung Cancer. New York
Times
(AP).
May
5,
2003.
http://www.nytimes.com/aponline/health/AP-CancerDrug.html.
Miller AB, To T, Baines CJ, Wall C. The Canadian National
Breast Screening Study-1: breast cancer mortality after 11 to
16 years of follow-up. A randomized screening trial of
mammography in women age 40 to 49 years. Ann Intern
Med. 2002;137:305-312.
The International Adjuvant Lung Cancer Trial Collaborative
Group. Cisplatin-Based Adjuvant Chemotherapy in Patients
with Completely Resected Non-Small-Cell Lung Cancer. N
Engl J Med. January 22, 2004 2004;350(4):351-360.
Waller D, Peake MD, Stephens RJ, et al. Chemotherapy for
patients with non-small cell lung cancer: the surgical setting
of the Big Lung Trial. Eur J Cardiothorac Surg.
2004;26(1):173-182.
Moertel CG. On lymphokines, cytokines, and breakthroughs.
JAMA. 1986;256(22):3141.
Jemal A, Thomas A, Murray T, Thun M. Cancer statistics,
2002. CA Cancer J Clin. 2002;52(1):23-47.
O'Connell MJ. A phase III trial of 5-fluorouracil and
leucovorin in the treatment of advanced colorectal cancer. A
Mayo Clinic/North Central Cancer Treatment Group study.
Cancer. 1989;63(6 Suppl):1026-1030.
Erlichman C, Fine S, Wong A, Elhakim T. A randomized
trial of fluorouracil and folinic acid in patients with
metastatic colorectal carcinoma. J Clin Oncol.
1988;6(3):469-475.
Doroshow JH, Bertrand M, Newman E, et al. Preliminary
analysis of a randomized comparison of 5-fluorouracil versus
563

29.

30.

31.

32.

33.

34.

35.

36.

5-fluorouracil and high-dose continuous-infusion folinic acid
in disseminated colorectal cancer. NCI Monogr.
1987(5):171-174.
Twelves C, Boyer M, Findlay M, et al. Capecitabine
(Xeloda) improves medical resource use compared with 5fluorouracil plus leucovorin in a phase III trial conducted in
patients with advanced colorectal carcinoma. Eur J Cancer.
2001;37(5):597-604.
Hoff PM, Ansari R, Batist G, et al. Comparison of oral
capecitabine versus intravenous fluorouracil plus leucovorin
as first-line treatment in 605 patients with metastatic
colorectal cancer: results of a randomized phase III study. J
Clin Oncol. 2001;19(8):2282-2292.
Van Cutsem E, Twelves C, Cassidy J, et al. Oral
capecitabine compared with intravenous fluorouracil plus
leucovorin in patients with metastatic colorectal cancer:
results of a large phase III study. J Clin Oncol.
2001;19(21):4097-4106.
Rougier P, Lepille D, Bennouna J, et al. Antitumour activity
of three second-line treatment combinations in patients with
metastatic colorectal cancer after optimal 5-FU regimen
failure: a randomised, multicentre phase II study. Ann Oncol.
2002;13(10):1558-1567.
Zori, Comba A, Blajman C, et al. A randomised phase II
study of oxaliplatin alone versus oxaliplatin combined with
5-fluorouracil and folinic acid (Mayo Clinic regimen) in
previously untreated metastatic colorectal cancer patients.
Eur J Cancer. 2001;37(8):1006-1013.
Kabbinavar F, Hurwitz HI, Fehrenbacher L, et al. Phase II,
randomized trial comparing bevacizumab plus fluorouracil
(FU)/leucovorin (LV) with FU/LV alone in patients with
metastatic colorectal cancer. J Clin Oncol. 2003;21(1):60-65.
Hurwitz H, Fehrenbacher L, Novotny W, et al. Bevacizumab
plus Irinotecan, Fluorouracil, and Leucovorin for Metastatic
Colorectal Cancer. N Engl J Med. June 3, 2004
2004;350(23):2335-2342.
Pollack A. New Tacks in Cancer Treatment Show Promise.
New
York
Times.
564

37.

38.

39.
40.

41.

42.

43.
44.

45.

http://www.nytimes.com/2003/06/02/national/02CANC.html?
pagewanted = all&position = . June 2, 2003.
Berenson A. A Cancer Drug Shows Promise, at a Price That
Many
Can't
Pay.
NY
Times.
http://www.nytimes.com/2006/02/15/business/15drug.html?ei
= 5094&en = c2557d2021ad8094&hp = &ex =
1140066000&partner = homepage&pagewanted = all.
February 15, 2006.
Hays CL. Former Chief Of ImClone Is Given 7-Year Term.
New
York
Times.
June
11,
2003.
http://query.nytimes.com/gst/abstract.html?res
=
F10C13F83B5D0C728DDDAF0894DB404482.
Ornstein C, Bernstein S. Spiraling Medicaid Costs Putting
States in a Bind. LA Times. November 24, 2001:
http://pqasb.pqarchiver.com/latimes/.
Frey C, Twomey P, Keehn R, Elliott D, Higgins G.
Randomized study of 5-FU and CCNU in pancreatic cancer:
report of the Veterans Administration Surgical Adjuvant
Cancer Chemotherapy Study Group. Cancer. 1981;47(1):2731.
Moertel CG, Douglas HOJ, J. H, P.P. C. Treatment of
advanced adenocarcinoma of the pancreas with combinations
of streptozotocin plus 5-fluorouracil and streptozotocin plus
cyclophosphamide. 40. 1977;2(605-8).
Moertel CG, Engstrom P, Lavin PT, Gelber RD, Carbone
PP. Chemotherapy of gastric and pancreatic carcinoma: a
controlled evaluation of combinations of 5-fluorouracil with
nitrosoureas and "lactones". Surgery. 1979;85(5):509-513.
Horton J, Gelber RD, Engstrom P, et al. Trials of singleagent and combination chemotherapy for advanced cancer of
the pancreas. Cancer Treat Rep. 1981;65(1-2):65-68.
Burris HAr, Moore MJ, Andersen J, et al. Improvements in
survival and clinical benefit with gemcitabine as first-line
therapy for patients with advanced pancreas cancer: a
randomized trial. J Clin Oncol. 1997;15(6):2403-2413.
Petersen M. Court Papers Suggest Scale of Drug's Use. New
York
Times.
http://www.nytimes.com/2003/05/30/business/30DRUG.html
?pagewanted = all&position = . May 30, 2003.
565

46.

47.

48.

49.

50.

51.

52.

53.
54.
55.

Solero CL, Monfardini S, Brambilla C, et al. Controlled
study with BCNU vs. CCNU as adjuvant chemotherapy
following surgery plus radiotherapy for glioblastoma
multiforme. Cancer Clin Trials. 1979;2(1):43-48.
Walker MD, Green SB, Byar DP, et al. Randomized
comparisons of radiotherapy and nitrosoureas for the
treatment of malignant glioma after surgery. N Engl J Med.
1980;303(23):1323-1329.
Chin HW, Young AB, Maruyama Y. Survival response of
malignant gliomas to radiotherapy with or without BCNU or
methyl-CCNU chemotherapy at the University of Kentucky
Medical Center. Cancer Treat Rep. 1981;65(1-2):45-51.
Evaluation of CCNU, VM-26 plus CCNU, and procarbazine
in supratentorial brain gliomas. Final evaluation of a
randomized study. European Organization for Research on
Treatment of Cancer (EORTC) Brain Tumor Group. J
Neurosurg. 1981;55(1):27-31.
Levin VA, Crafts DC, Wilson CB, et al. BCNU (NSC409962) and procarbazine (NSC-77213) treatment for
malignant brain tumors. Cancer Treat Rep. 1976;60(3):243249.
Antonadou D, Paraskevaidis M, Sarris G, et al. Phase II
randomized trial of temozolomide and concurrent
radiotherapy in patients with brain metastases. J Clin Oncol.
2002;20(17):3644-3650.
Hillner BE, Agarwala S, Middleton MR. Post hoc economic
analysis of temozolomide versus dacarbazine in the
treatment of advanced metastatic melanoma. J Clin Oncol.
2000;18(7):1474-1480.
Flanagan J. PRESS RELEASE: The Foundation for
Taxpayer and Consumer Rights. May 19, 2004. Available at:
http://www.calhealthconsensus.org. Accessed May 19, 2004.
Cundiff DK, McCarthy ME. The Right Medicine --How To
Make Health Care Reform Work Today. Totowa, NJ:
Humana Press Inc.; 1994.
Off-Label Drug Indications. American Society of Clinical
Oncology.
2002.
Available
at:
http://www.asco.org/ac/1,1003,_12-002217-00_18-001034500_19-00-00_20-001,00.asp.
566

56.

57.
58.

59.

60.

61.

62.

63.
64.

65.

Q&A: Off-Label Drugs. Association of Cancer Online
Resources.
December
15,
2001.
Available
at:
http://www.acor.org/clinical/offlabel.html. Accessed May 8,
2003.
Moertel CG. Off-label Drug Use For Cancer Therapy and
National Health Care Priorities. JAMA. 1991;266:3031-3032.
Abelson R. Pay Method Said to Sway Drug Choices of
Oncologists.
NY
Times.
http://www.nytimes.com/2006/03/08/health/08docs.html.
March 8, 2006.
Jacobson M, O'Malley AJ, Earle CC, Pakes J, Gaccione P,
Newhouse
JP.
Does
Reimbursement
Influence
Chemotherapy
Treatment
For
Cancer
Patients?
10.1377/hlthaff.25.2.437.
Health
Aff.
March
1,
2006;25(2):437-443.
Mckinnell H. A Call To Action. McGraw-Hill Companies.
Available
at:
http://www.mcgrawhill.ca/tpm/press+box/press+releases/_pu
blished/007144808x.php. Accessed April 15, 2006.
Berenson A. A Cancer Drug's Big Price Rise Is Cause for
Concern.
NY
Times.
http://www.nytimes.com/2006/03/12/business/12price.html?p
agewanted = all. March 12, 2006.
National Health Expenditures and Selected Economic
Indicators, Levels and Average Annual Percent Change:
Selected Calendar Years 1990-2013. Centers for Medicare &
Medicaid Services, Office of the Actuary. Available at:
http://www.cms.hhs.gov/statistics/nhe/projections2003/t2.asp.
American Heart Association. Heart Disease and Stroke
Statistics — 2003 Update. Dallas, Tex.: American Heart
Association; 2002.
Carreyrou J, Anand G. Wary of Backlash, Cancer-Drug
Makers
Weigh
Price
Limits.
WSJ.
http://online.wsj.com/article/SB114723008884948630.html?
mod = hpp_us_at_glance_health. May 10, 2006.
Wright CJ, Mueller CB. Screening mammography and
public health policy: the need for perspective. Lancet.
1995;346(8966):29-32.
567

Chapter 17
1.
Hoffman J. Awash in Information, Patients Face a Lonely,
Uncertain
Road.
NY
Times.
http://www.nytimes.com/2005/08/14/health/14patient.html?ei
= 5094&en = 8579ee38e11e0267&hp = &ex =
1123992000&partner = homepage&pagewanted = all.
August 14, 2005.
2.
Hoffman J. Being a Patient - Doctors' Delicate Balance in
Keeping
Hope
Alive.
NY
Times.
http://www.nytimes.com/2005/12/24/health/24patient.html?ei
= 5094&en = 07664772e85e7874&hp = &ex =
1135486800&partner = homepage&pagewanted = all.
December 24, 2005.
3.
A controlled trial to improve care for seriously ill
hospitalized patients. The study to understand prognoses and
preferences for outcomes and risks of treatments
(SUPPORT). The SUPPORT Principal Investigators. JAMA.
1995;274(20):1591-1598.
4.
Fisher ES, Wennberg DE, Stukel TA, Gottlieb DJ, Lucas FL,
Pinder EL. The implications of regional variations in
medicare spending. Part 2: health outcomes and satisfaction
with care. Ann Intern Med. 2003;138(4):288-298.
5.
Fisher ES, Wennberg DE, Stukel TA, Gottlieb DJ, Lucas FL,
Pinder EL. The implications of regional variations in
medicare spending. Part 1: the content, quality, and
accessibility of care. Ann Intern Med. 2003;138(4):273-287.
6.
Borger C, Smith S, Truffer C, et al. Health Spending
Projections Through 2015: Changes On The Horizon. Health
Affairs. March 1, 2006;25(2):hlthaff.25.w61-w73.
7.
Mitchell SL, Teno JM, Roy J, Kabumoto G, Mor V. Clinical
and Organizational Factors Associated With Feeding Tube
Use Among Nursing Home Residents With Advanced
Cognitive Impairment. JAMA. July 2, 2003;290(1):73-80.
8.
Kolata G. When Alzheimer's Steals the Mind, How
Aggressively to Treat the Body? New York Times.
http://www.nytimes.com/2004/05/18/health/18DEME.html?p
agewanted = all&position = . May 18, 2004.
568

9.

10.

11.

12.
13.
14.

Peginterferon Alfa-2a (Peg-intron) Product Information.
Schering-Plough Inc. July 19, 2004. Available at:
http://www.spfiles.com/pipeg-intron.pdf. Accessed October
17, 2004.
Rebetol (Ribavirin) Product Information. Schering Plough
Inc.
September
8,
2004.
Available
at:
http://www.spfiles.com/pirebetol.pdf. Accessed October 17,
2004.
Schneiderman LJ, Kronick R, Kaplan RM, Anderson JP,
Langer RD. Effects of offering advance directives on
medical treatments and costs. Ann Intern Med.
1992;117(7):599-606.
Minino AM, Smith BL. Deaths: Preliminary Data for 2000 National Vital Statistics Report. Vol 49 No 12. Hyattville,
MD: National Center for Health Statistics; 2001.
Medicare Program Information. Centers for Medicare and
MediCaid
Services.
Available
at:
http://cms.hhs.gov/charts/series/sec3%2Db5.pdf, 2002.
Lubitz JD, Riley GF. Trends in Medicare payments in the
last year of life. N Engl J Med. 1993;328(15):1092-1096.

Chapter 18
1.
Costello D. When drugs are used off-label. LA Times.
http://www.latimes.com/features/health/la-heofflabel7jun07,1,2968921.story?coll = la-home-health. June
7, 2004.
2.
Harris G. Drug Makers Scrutinized Over Grants. NY Times.
http://www.nytimes.com/2006/01/11/business/11grant.html.
January 11, 2006.
3.
Grady D. A Therapy Fell Out of Favor, but Didn't Stop
Saving
Lives.
NY
Times.
http://www.nytimes.com/2006/01/17/health/17ovar.html?fta
= y&pagewanted = all. January 17, 2006.
4.
Kohn LT, Corrigan JM, Donaldson MS. To Err Is Human:
Building a Safer Health System. Institute of Medicine.
National Academy Press. September 1, 1999. Available at:
http://www.iom.edu/iom/iomhome.nsf/WFiles/ToErr8pager/$file/ToErr-8pager.pdf. Accessed May 3, 2004.
569

5.

6.

7.

8.

9.

10.
11.

12.

13.

Timiraos N. FDA Revises Prescription Drug Information
Inserts - The change seeks to make them easier to read, but
some states see weakened liability laws. LA Times.
http://www.latimes.com/news/nationworld/nation/la-nafda19jan19,0,1359278.story?coll = la-home-nation. January
19, 2006.
Update on the Illegal Promotion of Gabapentin
(NEURONTIN). Public Citizen Health Research Project.
Access
date:
April
15,
2003.
http://www.worstpills.org/public/sample.cfm. Accessed April
15, 2003.
Pollack A. Talking Up a Drug for This (and That). New York
Times.
April
27,
2003.
http://www.nytimes.com/2003/04/27/business/yourmoney/27
DRUG.html?pagewanted = all&position = .
Ziesche R, Hofbauer E, Wittmann K, Petkov V, Block L-H.
A Preliminary Study of Long-Term Treatment with
Interferon Gamma-1b and Low-Dose Prednisolone in
Patients with Idiopathic Pulmonary Fibrosis. N Engl J Med.
1999;341:1264-1269.
Raghu G, Brown KK, Bradford WZ. A Placebo-Controlled
Trial of Interferon Gamma-1b in Patients with Idiopathic
Pulmonary Fibrosis. N Engl J Med. January 8,
2004;350(2):125-133.
Liptak A. Free Prozac in the Junk Mail Draws a Lawsuit.
New
York
Times.
July
6,
2002.
http://query.nytimes.com/search/advanced/. July 6, 2002.
Petersen M. Who's Minding the Drugstore? New York Times.
June
29,
2003.
http://www.nytimes.com/2003/06/29/business/yourmoney/29
FDAA.html?pagewanted = all&position = .
O'Connor A. Wakefulness Finds a Powerful Ally. New York
Times.
http://www.nytimes.com/2004/06/29/health/29wake.html?pa
gewanted = all&position = . June 29, 2004.
Boethel CD. Sleep and the endocrine system: new
associations to old diseases. Curr Opin Pulm Med.
2002;8(6):502-505.
570

14.
15.
16.

17.
18.
19.

20.
21.

22.

Gangwisch JE, Malaspina D, Boden-Albala B, Heymsfield
SB. Inadequate sleep as a risk factor for obesity: analyses of
the NHANES I. Sleep. Oct. 1, 2005;28(10):1289-1296.
Hitti M. Obesity Tied to Lack of Sleep, Say Researchers.
WebMD Medical News. November 16, 2004.
Roost M, Nilsson P. [Sleep disorders--a public health
problem. Potential risk factor in the development of type 2
diabetes, hypertension, dyslipidemia and premature aging].
Lakartidningen. 2002;99(3):154-157.
Spiegel K, Leproult R, Van Cauter E. Impact of sleep debt
on
metabolic
and
endocrine
function.
Lancet.
1999;354(9188):1435-1439.
VanHelder T, Symons JD, Radomski MW. Effects of sleep
deprivation and exercise on glucose tolerance. Aviat Space
Environ Med. 1993;64(6):487-492.
Van Cauter E, Blackman JD, Roland D, Spire JP, Refetoff S,
Polonsky KS. Modulation of glucose regulation and insulin
secretion by circadian rhythmicity and sleep. J Clin Invest.
1991;88(3):934-942.
Thomas DA, Kantarjian HM. Current role of thalidomide in
cancer treatment. Curr Opin Oncol. 2000;12(6):564-573.
Harris G. Petition Seeks Warning on Anticancer Medication.
NY
Times.
http://www.nytimes.com/2005/05/04/health/04drug.html.
May 4, 2005.
Heffler S, Smith S, Keehan S, Borger C, Clemens MK,
Truffer C. Trends: U.S. Health Spending Projections For
2004-2014.
Health
Aff.
2005;24(1):185-194
http://content.healthaffairs.org/cgi/reprint/hlthaff.w185.174v
181.

Chapter 19
1.
Nelson HD, Humphrey LL, Nygren P, Teutsch SM, Allan
JD. Postmenopausal hormone replacement therapy: scientific
review. JAMA. 2002;288(7):872-881.
2.
Rossouw JE, Anderson GL, Prentice RL, et al. Risks and
benefits of estrogen plus progestin in healthy
postmenopausal women: principal results From the Women's
571

3.

4.

5.

6.

7.

8.

9.

10.
11.

Health Initiative randomized controlled trial. JAMA.
2002;288(3):321-333.
FDA Approves New Labels for Estrogen and Estrogen with
Progestin Therapies for Postmenopausal Women Following
Review of Women's Health Initiative Data: U.S. Food and
Drug Administration; January 8, 2003 2003.
Shumaker SA, Legault C, Thal L, et al. Estrogen Plus
Progestin and the Incidence of Dementia and Mild Cognitive
Impairment in Postmenopausal Women: The Women's
Health Initiative Memory Study: A Randomized Controlled
Trial. JAMA. 2003;289(20):2651-2662.
Grady D. Hormone Use Found to Raise Dementia Risk. New
York
Times.
http://www.nytimes.com/2003/05/28/health/28HORM.html?p
agewanted = all&position = . May 28, 2003.
Prempro
Price.
Drugstore.com.
Available
at:
http://www.drugstore.com/pharmacy/prices/drugprice.asp?nd
c = 00046097506&trx = 1Z5006. Accessed January 20,
2003.
Listing of Drug Product Information by Retail Sales.
myOrangeBook.com.
http://www.myorangebook.com/subs/Sales/2001.php.
Accessed April 13, 2003.
Long Term Hormone Replacement Therapy (HRT): The
Demise of a Standard of Practice. Public Citizen Health
Research Group. Access date: April 15, 2003.
http://www.worstpills.org/public/sample.cfm#top.
Gelb L. Update: Antiarrhythmic Drugs. U.S. Food and Drug
Administration.
Mar.
10,
1995.
http://www.fda.gov/bbs/topics/ANSWERS/ANS00648.html.
Mar.
10,
1995.
Available
at:
http://www.fda.gov/bbs/topics/ANSWERS/ANS00648.html.
Moore TJ. Deadly Medicine: Why Tens of Thousands of
Heart Patients Died in America'a Worst Drug Disaster. New
York, NY: Simon & Schuster; 1995.
Kolata G. Annual Physical Checkup May Be an Empty
Ritual.
New
York
Times.
http://www.nytimes.com/2003/08/12/health/12PHYS.html?pa
gewanted = all&position = . August 12, 2003.
572

12.
13.

14.
15.

16.

17.

18.

19.
20.

21.
22.

Borger C, Smith S, Truffer C, et al. Health Spending
Projections Through 2015: Changes On The Horizon. Health
Affairs. March 1, 2006;25(2):hlthaff.25.w61-w73.
Heffler S, Smith S, Keehan S, Borger C, Clemens MK,
Truffer C. Trends: U.S. Health Spending Projections For
2004-2014.
Health
Aff.
2005;24(1):185-194
http://content.healthaffairs.org/cgi/reprint/hlthaff.w185.174v
181.
Reisberg B, Doody R, Stoffler A, et al. Memantine in
Moderate-to-Severe Alzheimer's Disease. N Engl J Med.
April 3, 2003 2003;348(14):1333-1341.
Geldmacher DS, Provenzano G, McRae T, Mastey V, Ieni
JR. Donepezil Is Associated with Delayed Nursing Home
Placement in Patients with Alzheimer's Disease. J Am
Geriatr Soc. July 01, 2003 2003;51(7):937-944.
Grady D. Nominal Benefits Seen in Drugs for Alzheimer's
Disease.
New
York
Times.
http://www.nytimes.com/2004/04/07/health/07ALZH.html?pa
gewanted = all&position = . April 7, 2004.
Grady D. Alzheimer's Drug Provides 'Little Overall Benefit,'
Researchers
Say.
New
York
Times.
http://www.nytimes.com/2004/06/24/health/24CNDALZH.html. June 24, 2004.
Alzheimer's Association Sponsors. Alzheimer's Association.
2004.
Available
at:
http://www.alz.org/AboutUs/Sponsors.asp. Accessed July 2,
2004.
Ellis JM. Cholinesterase Inhibitors in the Treatment of
Dementia. J Am Osteopath Assoc. March 1,
2005;105(3):145-158.
Harris G. Study of Alzheimer's Drug Revives Questions on
Risk.
NY
Times.
http://www.nytimes.com/2006/03/17/health/17drug.html.
March 17, 2006.
Sirovich BE, Welch HG. Cervical Cancer Screening Among
Women Without a Cervix. JAMA. June 23, 2004
2004;291(24):2990-2993.
Kolata G. 10 Million Women Who Lack Cervix Get Pap
Tests.
New
York
Times.
573

23.
24.

25.

26.
27.

28.

29.

30.
31.
32.

http://www.nytimes.com/2004/06/23/health/23PAP.final.html
?hp. June 23, 2004.
Markel H. Tailoring Treatments for Teenage Drug Users.
New
York
Times.
January
7,
2003.
http://query.nytimes.com/search/advanced/.
Doherty B. The long arm of the drug war - Washington
quashes yet another mild reform in a neighboring country.
LA
Times.
http://www.latimes.com/news/opinion/commentary/la-oedoherty12may12,0,913237.story?coll
=
la-homecommentary. May 12, 2006.
Study: Jail Futile Vs. Drug Treatment. New York Times (AP)
March
11,
2003.
http://www.nytimes.com/aponline/health/AP-ReformingDealers.html. March 11, 2003.
Naimi TS, Brewer RD, Mokdad A, Denny C, Serdula MK,
Marks JS. Binge drinking among U.S. adults. JAMA.
2003;289(1):70-75.
National Drug Control Strategy-FY 2005 Budget Summary.
Office of National Drug Control Policy. March 2004.
Available
at:
http://www.whitehousedrugpolicy.gov/publications/policy/b
udgetsum04/index.html. Accessed July 28, 2004.
Kolata G. A Widely Used Arthritis Drug Is Withdrawn. New
York
Times.
http://www.nytimes.com/2004/10/01/business/01drug.html?p
agewanted = all&position = . October 1, 2004.
Bombardier C, Laine L, Reicin A, et al. Comparison of
Upper Gastrointestinal Toxicity of Rofecoxib and Naproxen
in Patients with Rheumatoid Arthritis. N Engl J Med.
November 23, 2000;343(21):1520-1528.
Mukherjee D, Nissen SE, Topol EJ. Risk of Cardiovascular
Events Associated With Selective COX-2 Inhibitors. JAMA.
August 22, 2001;286(8):954-959.
Topol EJ. Failing the Public Health -- Rofecoxib, Merck, and
the FDA. N Engl J Med. October 6, 2004
2004:NEJMp048286.
Topol EJ, Falk EW. A Coxib a Day Won't Keep the Doctor
Away. Lancet. 2004;364:639-640.
574

33.

34.

35.

36.
37.

38.

39.

40.
41.

Graham DJ. Memorandum: From David J. Graham, MD,
MPH to Paul Seligman, MD, MPH. FDA Center For Drug
Evaluation and Research. November 2, 2004. Available at:
http://www.fda.gov/cder/drug/infopage/vioxx/vioxxgraham.p
df. Accessed November 4, 2004.
HARRIS G. Drug-Safety Reviewer Says F.D.A. Delayed
Vioxx
Study.
New
York
Times.
http://www.nytimes.com/2004/11/04/national/04drug.html?a
dxnnl
=
1&adxnnlx
=
1099604557xpXI+x5hWo9pDZHk2RIamA&pagewanted = all&position
= . November 4, 2004.
Solomon SD, McMurray JJV, Pfeffer MA, et al.
Cardiovascular Risk Associated with Celecoxib in a Clinical
Trial for Colorectal Adenoma Prevention. N Engl J Med.
February 15, 2005:NEJMoa050405.
Pfizer's sales of Celebrex down significantly after studies
show
links
to
heart
attacks.
News
Target.
http://www.newstarget.com/003565.html. Jan 20, 2005.
Irwin RS, Baumann MH, Bolser DC, et al. Diagnosis and
Management of Cough. Chest. January 20, 2006;129(1S23S):http://www.chestnet.org/downloads/journal/exec_sum.p
df.
Some Cough Medicines May Hurt, Not Help. Reuters.
http://www.latimes.com/news/science/la-scicough14jan14,0,3960927.story?coll = la-home-science.
January 14, 2006.
FDA GRANTS PRIORITY REVIEW TO MARKET
LEADER
PEGASYS®
WITH
COPEGUS
FOR
TREATMENT OF HEPATITIS C IN HIV PATIENTS.
Roche.
October
6,
2004.
Available
at:
http://www.rocheusa.com/newsroom/current/2004/pr200410
0602.html. Accessed October 17, 2004.
Jaeckel E, Cornberg M, Wedemeyer H, et al. Treatment of
Acute Hepatitis C with Interferon Alfa-2b. N Engl J Med.
November 15, 2001 2001;345(20):1452-1457.
Marcellin P, Lau GKK, Bonino F, et al. Peginterferon Alfa2a Alone, Lamivudine Alone, and the Two in Combination
in Patients with HBeAg-Negative Chronic Hepatitis B. N
Engl J Med. September 16, 2004 2004;351(12):1206-1217.
575

42.
43.

44.

45.

46.

47.

48.

49.

50.
51.

Zeuzem S, Feinman SV, Rasenack J, et al. Peginterferon
Alfa-2a in Patients with Chronic Hepatitis C. N Engl J Med.
December 7, 2000 2000;343(23):1666-1672.
Heathcote EJ, Shiffman ML, Cooksley WGE, et al.
Peginterferon Alfa-2a in Patients with Chronic Hepatitis C
and Cirrhosis. N Engl J Med. December 7, 2000
2000;343(23):1673-1680.
Fried MW, Shiffman ML, Reddy KR, et al. Peginterferon
Alfa-2a plus Ribavirin for Chronic Hepatitis C Virus
Infection. N Engl J Med. September 26, 2002
2002;347(13):975-982.
Torriani FJ, Rodriguez-Torres M, Rockstroh JK, et al.
Peginterferon Alfa-2a plus Ribavirin for Chronic Hepatitis C
Virus Infection in HIV-Infected Patients. N Engl J Med. July
29, 2004 2004;351(5):438-450.
When does hysterectomy go too far? LA Times.
http://www.latimes.com/features/health/la-hehysterectomy15aug15,0,2963288.column?coll = la-homehealth. August 15, 2005.
Keshavarz H, Hillis SD, Kieke BA, Marchbanks PA.
Hysterectomy Surveillance --- United States, 1994--1999.
MMWR.
July
12,
2002;51(SS05):1-8.
http://www.cdc.gov/mmwr/preview/mmwrhtml/ss5105a5101
.htm.
Facts About Hysterectomy. Hysterectomy Educational
Resources
and
Services.
Available
at:
http://www.hersfoundation.com/facts.html. Accessed August
15, 2005.
Parker WH, Broder MS, Liu Z, Shoupe D, Farquhar C,
Berek JS. Ovarian Conservation at the Time of
Hysterectomy for Benign Disease. Obstet Gynecol. August
1, 2005;106(2):219-226.
Broder MS, Kanouse DE, Mittman BS, Bernstein SJ. The
appropriateness of recommendations for hysterectomy.
Obstet Gynecol. 2000;95(2):199-205.
Carlson KJ, Nichols DH, Schiff I. Indications for
Hysterectomy. N Engl J Med. March 25, 1993
1993;328(12):856-860.
576

52.

53.

Kolata G. Medicare Says It Will Pay, but Patients Say 'No
Thanks'.
NY
Times.
http://www.nytimes.com/2006/03/03/business/03lung.html?_
r = 1&oref = slogin&pagewanted = all. March 3, 2006.
National Emphysema Treatment Trial Research Group. Cost
Effectiveness of Lung-Volume-Reduction Surgery for
Patients with Severe Emphysema 10.1056/NEJMsa030448.
N Engl J Med. May 22, 2003;348(21):2092-2102.

Chapter 20
1.
Moore TJ. Big Trouble in the Health Store. Available at:
http://www.thomasjmoore.com/pages/dietary_main.shtml.
Accessed January 23, 2003.
2.
Davis T. The Regulation of Dietary Supplements - A Review
of Consumer Safeguards. Hearing Before the Government
Reform Committee. March 9, 2006. Available at:
http://www.nutriwatch.org/09Reg/hearing/opening.html.
Accessed May 1, 2006.
3.
Kolata G. Vitamins: More May Be Too Many. New York
Times.
April
29,
2003.
http://www.nytimes.com/2003/04/29/health/nutrition/29VITA
.html?pagewanted = all&position = . April 29, 2003.
4.
Gellene D. Benefits From Vitamins Are Few. LA Times.
http://www.latimes.com/news/science/la-scivitamins18may18,0,2766491.story?coll
=
la-homeheadlines. May 18, 2006.
5.
Kolata G. Chasing Youth, Many Gamble on Hormones.
December 22, 2002.
6.
Grollman AP. Regulation of Dietary Drugs Is Long Overdue.
New
York
Times.
February
23,
2003.
http://www.nytimes.com/2003/02/23/sports/23DRUG.html.
7.
Petition to the Food and Drug Administration (FDA)
requesting the ban of production and sale of dietary
supplements containing ephedrine alkaloids. (HRG
Publication #1590). Public Citizen's Health Research Group.
September
5,
2001.
Available
at:
http://www.citizen.org/publications/release.cfm?ID = 7053.

577

8.
9.

10.

11.

12.

13.
14.
15.
16.

17.

18.

Bent S, Tiedt TN, Odden MC, Shlipak MG. The Relative
Safety of Ephedra Compared with Other Herbal Products.
Ann Intern Med. 2003;138.
Pear R, Grady D. Government Moves to Curtail the Use of
Ephedra. New York Times. February 28, 2003.
http://www.nytimes.com/2003/03/01/health/01EPHE.html?th
= &pagewanted = all&position = top.
Duenwald M. Despite F.D.A. Ban, Ephedra Won't Go Away.
New
York
Times.
http://www.nytimes.com/2004/02/17/health/policy/17HERB.h
tml?pagewanted = all&position = . February 17, 2004.
Turner RB, Bauer R, Woelkart K, Hulsey TC, Gangemi JD.
An Evaluation of Echinacea angustifolia in Experimental
Rhinovirus Infections. N Engl J Med. July 28, 2005
2005;353(4):341-348.
Kolata G. Study Says Echinacea Has No Effect on Colds. NY
Times.
http://www.nytimes.com/2005/07/28/health/28cold.html. July
28, 2005.
Sampson W. Studying Herbal Remedies. N Engl J Med. July
28, 2005;353(4):337-339.
Bang HO, Dyerberg J, Hjoorne N. The composition of food
consumed by Greenland Eskimos. Acta Med Scand.
1976;200(1-2):69-73.
Dyerberg J, Bang HO, Stoffersen E, Moncada S, Vane JR.
Eicosapentaenoic acid and prevention of thrombosis and
atherosclerosis? Lancet. 1978;2(8081):117-119.
Kromhout D, Feskens E, Bowles C. The protective effect of
a small amount of fish on coronary heart disease mortality in
an elderly population. Int. J. Epidemiol. April 1,
1995;24(2):340-345.
Kromhout D, Bosschieter E, de Lezenne Coulander C. The
inverse relation between fish consumption and 20-year
mortality from coronary heart disease. N Engl J Med. May 9,
1985;312(19):1205-1209.
Hu FB, Cho E, Rexrode KM, Albert CM, Manson JE. Fish
and Long-Chain {omega}-3 Fatty Acid Intake and Risk of
Coronary Heart Disease and Total Mortality in Diabetic
Women. Circulation. April 15, 2003;107(14):1852-1857.
578

19.
20.

21.

22.
23.

24.

25.

26.

27.

Hu FB, Bronner L, Willett WC, et al. Fish and omega-3 fatty
acid intake and risk of coronary heart disease in women.
JAMA. 2002;287(14):1815-1821.
Daviglus ML, Stamler J, Orencia AJ, et al. Fish
Consumption and the 30-Year Risk of Fatal Myocardial
Infarction. N Engl J Med. April 10, 1997;336(15):10461053.
Dolecek TA. Epidemiological evidence of relationships
between dietary polyunsaturated fatty acids and mortality in
the multiple risk factor intervention trial. Proc Soc Exp Biol
Med. 1992;200(2):177-182.
Zhang J, Sasaki S, Amano K, Kesteloot H. Fish consumption
and mortality from all causes, ischemic heart disease, and
stroke: an ecological study. Prev Med. 1999;28(5):520-529.
Ascherio A, Rimm EB, Stampfer MJ, Giovannucci EL,
Willett WC. Dietary Intake of Marine n-3 Fatty Acids, Fish
Intake, and the Risk of Coronary Disease among Men. N
Engl J Med. April 13, 1995 1995;332(15):977-983.
Pietinen P, Ascherio A, Korhonen P, et al. Intake of fatty
acids and risk of coronary heart disease in a cohort of
Finnish men. The Alpha-Tocopherol, Beta-Carotene Cancer
Prevention Study. Am. J. Epidemiol. May 15, 1997
1997;145(10):876-887.
Marchioli R, Barzi F, Bomba E, et al. Early Protection
Against Sudden Death by n-3 Polyunsaturated Fatty Acids
After Myocardial Infarction: Time-Course Analysis of the
Results of the Gruppo Italiano per lo Studio della
Sopravvivenza nell'Infarto Miocardico (GISSI)-Prevenzione.
Circulation. April 23, 2002 2002;105(16):1897-1903.
Singh RB, Niaz MA, Sharma JP, Kumar R, Rastogi V,
Moshiri M. Randomized, double-blind, placebo-controlled
trial of fish oil and mustard oil in patients with suspected
acute myocardial infarction: the Indian experiment of infarct
survival--4. Cardiovasc Drugs Ther. 1997;11(3):485-491.
Food Labeling: Health Claims and Labeling Statements;
Dietary Fiber and Cancer; Antioxidant Vitamins and Cancer;
Omega-3 Fatty Acids and Coronary Heart Disease; Folate
and Neural Tube Defects; Revocation. Federal Register.
579

28.
29.

30.

31.

32.

33.

34.

35.
36.

http://www.cfsan.fda.gov/~lrd/fr001003.html. October 3,
2000;65(192):58917-58918.
FDA Announces Qualified Health Claims for Omega-3 Fatty
Acids. FDA. September 8, 2004. Accessed July 1, 2005.
Hooper L, Thompson RL, Harrison RA, et al. Risks and
benefits of omega 3 fats for mortality, cardiovascular
disease,
and
cancer:
systematic
review.
10.1136/bmj.38755.366331.2F.
BMJ.
April
1,
2006;332(7544):752-760.
Promoting Fruit and Vegetable Intake in Schools. National
Alliance for Nutrition and Activity. Available at:
http://www.5aday.org/html/research/download_zip.php?file
= NANACNR.doc. Accessed April 25, 2006.
Kolata G. Studies Find B Vitamins Don't Prevent Heart
Attacks.
NY
Times.
http://www.nytimes.com/2006/03/12/health/12cndheart.html?hp&ex
=
1142226000&en
=
234e6993d8cd7cb9&ei = 5094&partner = homepage,
March 12, 2006.
Bonaa KH, Njolstad I, Ueland PM, et al. Homocysteine
Lowering and Cardiovascular Events after Acute Myocardial
Infarction. 10.1056/NEJMoa055227. N Engl J Med. April
13, 2006;354(15):1578-1588.
Toole JF, Malinow MR, Chambless LE, et al. Lowering
Homocysteine in Patients With Ischemic Stroke to Prevent
Recurrent Stroke, Myocardial Infarction, and Death: The
Vitamin Intervention for Stroke Prevention (VISP)
Randomized Controlled Trial. 10.1001/jama.291.5.565.
JAMA. February 4, 2004;291(5):565-575.
The Heart Outcomes Prevention Evaluation (HOPE) 2
Investigators. Homocysteine Lowering with Folic Acid and
B Vitamins in Vascular Disease. 10.1056/NEJMoa060900. N
Engl J Med. April 13, 2006;354(15):1567-1577.
Egan T. These Supplements Are Sold Nearly Everywhere,
but Are They Safe? December 2, 2002.
Linde K, Ramirez G, Mulrow CD, Pauls A, Weidenhammer
W, Melchart D. St John's Wort for depression: An overview
and meta-analysis of randomised clinical trials. BMJ.
1996;313(7052):253-258.
580

37.

38.

39.

40.

41.

42.
43.

44.

Effect of Hypericum perforatum (St John's Wort) in major
depressive disorder: a randomized controlled trial.
Hypericum Depression Trial Study Group. JAMA.
2002;287(14):1807-1814.
Retsinas G. The Marketing of a Superbaby Formula. New
York
Times.
http://www.nytimes.com/2003/06/01/business/yourmoney/01
BABY.html?pagewanted = all&position = . June 1, 2003.
Fawzi WW, Msamanga GI, Spiegelman D, et al. A
Randomized Trial of Multivitamin Supplements and HIV
Disease Progression and Mortality. N Engl J Med. July 1,
2004 2004;351(1):23-32.
Clegg DO, Reda DJ, Harris CL, et al. Glucosamine,
Chondroitin Sulfate, and the Two in Combination for Painful
Knee Osteoarthritis. 10.1056/NEJMoa052771. N Engl J
Med. February 23, 2006;354(8):795-808.
Kolata G. Supplements Fail to Stop Arthritis Pain, Study
Says.
NY
Times.
http://www.nytimes.com/2006/02/23/health/23arthritis.html?
ei = 5094&en = 0b447ab268a67ac3&hp = &ex =
1140757200&partner = homepage&pagewanted = all.
February 23, 2006.
Heart Study Bolsters Doubt on Hormones. AP, November
20, 2002.
Waters DD, Alderman EL, Hsia J, et al. Effects of hormone
replacement therapy and antioxidant vitamin supplements on
coronary atherosclerosis in postmenopausal women: a
randomized controlled trial. JAMA. 2002;288(19):24322440.
Borger C, Smith S, Truffer C, et al. Health Spending
Projections Through 2015: Changes On The Horizon. Health
Affairs. March 1, 2006;25(2):hlthaff.25.w61-w73.

Chapter 21
1.
Gilmer T, Kronick R. It's The Premiums, Stupid: Projections
Of The Uninsured Through 2013. 10.1377/hlthaff.w5.143.
Health Aff. April 5, 2005:hlthaff.w5.143.
2.
Kaplan GA, Pamuk ER, Lynch JW, Cohen RD, Balfour JL.
Inequality in income and mortality in the United States:
581

3.
4.
5.
6.
7.

8.

9.

10.
11.

12.

analysis of mortality and potential pathways. BMJ. April 20,
1996;312(7037):999-1003.
Kaplan GA, Haan MN, Syme SL, Minkler M, Winkelby M.
Socioeconomic status and health. New York, NY: Oxford
University Press; 1987.
Haan MN, Kaplan GA, Syme SL. Socioeconomic status and
health: old observations and new thoughts. Menlo Park, CA:
Henry J Kaiser Family Foundation; 1989.
Syme SL, Berkman LF. Social class, susceptibility, and
sickness. Am J Epidemiol.;104:1-8.
Marmot MG, Kogenivas M, Elston MA. Social/economic
status and disease. Annu Rev Public Health. 1987;8:111-135.
Havemann J, Alonso-Zaldivar R. U.S. Poverty Rate Rises
Despite Growth in 2004. LA Times.
http://www.latimes.com/news/nationworld/nation/la083005census_lat,0,4962711.story?coll=la-totpromo&track=morenews. August 30, 2005.
Eckholm E. America's 'Near Poor' Are Increasingly at
Economic Risk, Experts Say. NY Times.
http://www.nytimes.com/2006/05/08/us/08poverty.html?_r=1
&oref=slogin&pagewanted=all. May 8, 2006.
Sandoval D, Hirschl TA, Rank MR. The Increase of Poverty
Risk and Income Insecurity in the U.S. Since the 1970's.
Paper presented at: American Sociological Association Annual Meeting; August 14-17, 2004; San Francisco,
California.
Rank MR. One Nation, Underprivileged - Why American
Poverty Affects Us All. Oxford England: Oxford Univ.
Press.; 2006.
SURVEY FINDS STEADY DECLINE IN BUSINESSES
OFFERING HEALTH BENEFITS TO WORKERS SINCE
2000. Kaiser Family Foundation. September 14, 2005.
Available at:
http://www.kff.org/insurance/chcm091405nr.cfm. Accessed
April 26, 2006.
Borger C, Smith S, Truffer C, et al. Health Spending
Projections Through 2015: Changes On The Horizon. Health
Affairs. March 1, 2006;25(2):hlthaff.25.w61-w73.
582

13.

14.

15.
16.

17.

18.

19.

20.

Vrana D. Rising Premiums Threaten Job-Based Health
Coverage. LA Times. http://www.latimes.com/business/la-finuinsure15sep15,0,5497010.story?coll=la-home-business.
September 15, 2005.
Finances of Employee Benefits: Health Costs Drive
Changing Trends, and Lump-Sum Distributions. Employee
Benefit Research Institute. Available at:
http://www.ebri.org/pdf/EBRI_Notes_12-20053.pdf.
Accessed December 31, 2005.
Dranove D, Millenson ML. Medical Bankruptcy: Myth
Versus Fact. 10.1377/hlthaff.25.w74. Health Aff. March 1,
2006;25(2):w74-83.
Jewell M. Half of Bankruptcies Tied to Medical Bills, Study
Finds - Most Pulled Into Debt by Illness Have Jobs, Health
Insurance. AP.
http://aolsvc.news.aol.com/news/article.adp?id=2005020118
0209990015.
Groves M. Cities Rethinking Aid for Homeless - As Los
Angeles looks to solve its problem, an aggressive new effort
to get people off the streets in Santa Monica could provide a
blueprint. LA Times. http://www.latimes.com/news/local/lame-smhomeless14dec14,0,249614.story?coll=la-home-local.
December 14, 2005.
Basics of the Pension Benefits Guaranty Corporation.
Employee Benefit Research Institute. Available at:
http://www.ebri.org/pdf/0705fact.pdf. Accessed December
31, 2005.
Gosselin PG. THE NEW DEAL - How Bedrock Promises Of
Security Have Fractured Across America. Companies are
discarding traditional pensions -- or making government foot
the bill. Delphi workers struggle with the changing
landscape. LA Times. http://www.latimes.com/business/lana-delphi30dec30,0,6082158.story?coll=la-home-business.
December 30, 2005.
Alonso-Zaldivar R. Pressure Mounts to Extend Deadline for
Drug Benefit. LA Times.
http://www.latimes.com/news/nationworld/nation/la-namedicare2dec02,0,6160790,full.story?coll=la-homeheadlines. December 2, 2005.
583

21.

22.
23.

24.
25.

26.
27.

28.

29.

30.

FY 2007 Budget in Brief Advancing the Health, Safety, and
Well-Being of our People. U.S. Department of Health and
Human Services. Available at:
http://www.hhs.gov/budget/07budget/overview.html.
Accessed May 8, 2006.
Jacoby S. The Nursing Squeeze. AARP Bulletin. Vol 44;
2003:6-8.
Dugger CW. U.S. Plan to Lure Nurses May Hurt Poor
Nations. NY Times.
http://www.nytimes.com/2006/05/24/world/americas/24nurse
s.html?pagewanted=all. May 24, 2006.
McNeil DG. For Those Who Snore Heavily, Implants May
Help. NY Times. November 22, 2005.
Aiken LH, Clarke SP, Sloane DM, Sochalski J, Silber JH.
Hospital Nurse Staffing and Patient Mortality, Nurse
Burnout, and Job Dissatisfaction. JAMA. 2002;288:19871993.
Cash - Strapped Schools Eliminate Nurses. New York Times
(AP). http://www.nytimes.com/aponline/national/APDiabetes-Schools.html. June 8, 2003.
Perez-Pena R. Overwhelmed and Understaffed, Nursing
Home Workers Vent Anger. New York Times.
http://www.nytimes.com/2003/06/08/nyregion/08NURS.html.
June 8, 2003.
Donley R, Flaherty MJ, Sarsfield E, Taylor L, Maloni H,
Flanagan E. "What Does the Nurse Reinvestment Act Mean
to You? Online Journal of Issues in Nursing. December 12,
2002. Updated 2/28/03;8(1):Manuscript 5.
www.nursingworld.org/ojin/topic14/tpc14_15.htm.
Nurse Education and Practice Grant Programs. Health
Resources and Services Administration. U.S. Department of
Health and Human Services. Bureau of Health Professions.
Available at: http://bhpr.hrsa.gov/nursing/. Accessed
September 13, 2005.
Starfield B, Shi L, Grover A, Macinko J. The Effects Of
Specialist Supply On Populations' Health: Assessing The
Evidence. Health Aff (Millwood). Mar 15,
2005:http://content.healthaffairs.org/cgi/content/abstract/hlth
aff.w5.97v91.
584

31.
32.

33.

34.
35.

36.
37.

38.

39.
40.

Garibaldi RA, Popkave C, Bylsma W. Career Plans for
Trainees in Internal Medicine Residency Programs. Acad
Med. May 1, 2005 2005;80(5):507-512.
Zuger A. Being a Patient - For a Retainer, Lavish Care by
'Boutique Doctors'. NY Times.
http://www.nytimes.com/2005/10/30/health/30patient.html?ei
=5094&en=4dda454678e09295&hp=&ex=1130644800&pa
rtner=homepage&pagewanted=all. October 30, 2005.
McNeil DG. Drug Makers Get a Warning From the U.N.
Malaria Chief. NY Times.
http://www.nytimes.com/2006/01/20/health/20malaria.ready.
html. January 20, 2006.
AHRQ Releases 2005 National Healthcare Quality And
Disparities Reports. Agency for Health Care Quality and
Research. January 9, 2006. Accessed January 20, 2006.
Alexander GC, Kurlander J, Wynia MK. Physicians in
Retainer ("Concierge") Practice - A National Survey of
Physician, Patient, and Practice Characteristics. Journal of
General Internal Medicine. 2005;20(12):1079-1083.
http://www.medscape.com/viewarticle/521083_521081.
Zernike K. Hospitals Say Meth Cases Are Rising, and Hurt
Care. NY Times. January 18, 2006.
Madigan N. Los Angeles Emergency Care Crisis Deepens.
New York Times.
http://www.nytimes.com/2004/08/21/national/21hospitals.ht
ml. August 21, 2004.
Aaron HJ. The Costs of Health Care Administration in the
United States and Canada -- Questionable Answers to a
Questionable Question. N Engl J Med. August 21, 2003
2003;349(8):801-803.
Woolhandler S, Campbell T, Himmelstein DU. Costs of
Health Care Administration in the United States and Canada.
N Engl J Med. August 21, 2003 2003;349(8):768-775.
Historical Tables -- Budget of the United States Government.
Executive Office of the President of the United States. Office
of Management and Budget. U.S. Government Printing
Office. Available at:
http://www.whitehouse.gov/omb/budget/fy2003/index.html.
Accessed May 24, 2004.
585

41.
42.
43.

44.

45.

46.

47.

48.
49.

50.

Proposal of the Physicians' Working Group for Single-Payer
National Health Insurance. JAMA. 2003;290(6):798-805.
Korcok M. Medicare, Medicaid fraud a billion-dollar art
form in the U.S.. CMAJ. April 15, 1997 1997;156(8):11951197.
Health Care Fraud-- A serious and costly reality for all
Americans. National Health Care Anti-Fraud Association
(NHCAA). 2002. Available at:
http://www.nhcaa.org/pdf/all_about_hcf.pdf. Accessed
November 20, 2004.
MediCaid -- State Efforts to Control Improper Payments
Vary. United States General Accounting Office. Available at:
http://cms.hhs.gov/states/fraud/gao01662.pdf. Accessed June
2, 2003.
Eichenwald K. U.S. May Stop Reimbursing Tenet Hospital.
New York Times.
http://www.nytimes.com/2003/09/05/business/05CARE.html.
September 5, 2003.
Kohn LT, Corrigan JM, Donaldson MS. To Err Is Human:
Building a Safer Health System. Institute of Medicine.
National Academy Press. September 1, 1999. Available at:
http://www.iom.edu/iom/iomhome.nsf/WFiles/ToErr8pager/$file/ToErr-8pager.pdf. Accessed May 3, 2004.
Zhan C, Miller MR. Excess Length of Stay, Charges, and
Mortality Attributable to Medical Injuries During
Hospitalization. JAMA. October 8, 2003 2003;290(14):18681874.
Med Complications May Cost $9B Per Year. New York
Times (AP). http://www.nytimes.com/aponline/national/APCostly-Complications.html. October 7, 2003.
Insuring America's Health: Principles and
Recommendations. Institute of Medicine of The National
Academy of Sciences Project: Consequences of Uninsurance.
January 14, 2004. Available at:
http://www.iom.edu/report.asp?id=17632. Accessed May 3,
2004.
Hidden Costs, Value Lost: Uninsurance in America.
Washington, DC: Institute of Medicine of the National
Academies; June 17, 2003.
586

51.

52.

53.

54.
55.

56.

57.
58.

59.

60.

Stein R. For Americans, Getting Sick Has Its Price - Survey
Says U.S. Patients Pay More, Get Less Than Those in Other
Western Nations. Washington Post.
http://www.washingtonpost.com/wpdyn/content/article/2005/
11/03/AR2005110301143.html. November 4, 2005.
Fisher ES, Wennberg DE, Stukel TA, Gottlieb DJ, Lucas FL,
Pinder EL. The implications of regional variations in
medicare spending. Part 2: health outcomes and satisfaction
with care. Ann Intern Med. 2003;138(4):288-298.
Fisher ES, Wennberg DE, Stukel TA, Gottlieb DJ, Lucas FL,
Pinder EL. The implications of regional variations in
medicare spending. Part 1: the content, quality, and
accessibility of care. Ann Intern Med. 2003;138(4):273-287.
Medicare Program Information. Centers for Medicare and
MediCaid Services. Available at:
http://cms.hhs.gov/charts/series/sec3%2Db5.pdf, 2002.
Abelson R. How Schering Manipulated Drug Prices and
Medicaid. New York Times.
http://www.nytimes.com/2004/07/31/business/31drug.html.
July 31, 2004.
Pear R. Investigators Say Drug Makers Repeatedly
Overcharged. New York Times.
http://www.nytimes.com/2004/06/30/politics/30drug.html.
June 30, 2004.
McKeon E. Washington Watch - What Could the Nurse
Reinvestment Act Mean for You? American Journal of
Nursing. December, 2002;102(12).
Pear R. Rules to Expose Long-Term Cost of Health Plans.
New York Times.
http://www.nytimes.com/2004/06/21/health/21HEAL.html?pa
gewanted=all&position=. June 21, 2004.
Employer Health Benefits-2003 Summary of Findings.
Kaiser Family Foundation. Available at:
http://www.kff.org/insurance/loader.cfm?url=/commonspot/s
ecurity/getfile.cfm&PageID=20688. Accessed July 4, 2004.
Peterson J. Study: Grim Retirement Awaits Many - Workers
are not saving enough to counter cuts in pension and Social
Security, researchers say. LA Times.
http://www.latimes.com/business/la-fi587

61.

62.

63.

64.

65.

66.

67.

68.
69.

retire7jun07,0,4348386.story?coll=la-home-business. June
7, 2006.
Costello D. Not a future they expected. LA Times.
http://www.latimes.com/features/health/la-heretirees18oct18,1,500408.story?coll=la-home-health.
October 18, 2004.
Halper E. Benefits Tab Seen as Major Fiscal Drag Healthcare promised to retirees could create a crisis unless
the state finds a way to pay for it, a new report says. It urges
a reserve fund. LA Times.
http://www.latimes.com/business/la-mebenefits18feb18,0,5651028.story?coll=la-home-business.
February 18, 2006.
Greenhouse L. Justices Limit Ability to Sue Health Plans.
New York Times.
http://www.nytimes.com/2004/06/22/politics/22CARE.html?p
agewanted=all&position=. June 22, 2004.
VandeWater PN. Cost Estimate - H.R. 3605/S. 1890:
Patients' Bill of Rights Act of 1998. Congressional Budget
Office. July 16, 1998. Available at:
http://www.cbo.gov/showdoc.cfm?index=667&sequence=0.
Accessed September 6, 2006.
Costello D. Saying 'I do' -- for a health plan. LA Times.
http://www.latimes.com/features/health/la-hemarriage28jun28,1,509592.story?coll=la-home-health. June
28, 2004.
Workers Compensation- THE TOPIC. Insurance
Information Institute, Inc. JULY 2004. Available at:
http://www.iii.org/media/hottopics/insurance/workerscomp/.
Accessed October 15, 2004.
OWCP Annual Report to Congress- 2002. Office of Workers'
Compensation Programs. Available at:
http://www.dol.gov/esa/aboutesa/02owcpmx.pdf. Accessed
April 28, 2006.
Pader E, Bergen N. Letter to the Editor re The High Cost of
Worker's Compensation. Arch Intern Med. 1998;158:195197.
Dickerson M, Vogel N, Vrana D. Savings of Work Injury
Reform Bill in Question. LA Times.
588

70.
71.

72.
73.

74.

75.

http://www.latimes.com/business/la-fiworkcomp11sep11,1,2890481.story?coll=la-homeheadlines. September 11, 2003.
EDITORIAL - Reality on Workers' Comp. LA Times.
http://www.latimes.com/news/opinion/la-edcomp23feb23,1,6354690.story. February 23, 2004.
Lifsher M. Workers' Comp Cuts Are Pushed - If insurers
follow Garamendi's suggestion, rates would be half of those
three years ago. LA Times.
http://www.latimes.com/business/la-ficomp1jun01,0,3557234.story?coll=la-home-business. June
1, 2006.
Dickerson M, Vogel N. Accord Reached on Work Injuries.
LA Times. September 10, 2003.
Lifsher M. Workers' Comp Changes Hurting Treatment,
Medical Study Finds - Insurance carriers are interfering with
cases by denying or underpaying claims, doctors contend. LA
Times. http://www.latimes.com/business/la-ficomp1nov01,0,4867960.story?coll=la-home-business.
November 1, 2005.
Lifsher M. Workers' Comp to Be Revisited. LA Times.
http://www.latimes.com/business/la-ficomp3jan03,0,7231835.story?coll=la-home-business.
January 3, 2006.
Gosselin PG. THE NEW DEAL - The Safety Net She
Believed In Was Pulled Away When She Fell. LA Times.
http://www.latimes.com/business/la-nadisability21aug21,0,4635891.story?coll=la-home-headlines.
August 21, 2005.

Chapter 22
1.
Crossing the Quality Chasm: A New Health System for the
21st Century: The Institute of Medicine of the National
Academy of Sciences; March 1, 2001 March 1, 2001.
2.
Gingrich N, Kennedy P. Operating in a Vacuum. New York
Times.
http://www.nytimes.com/2004/05/03/opinion/03GING.html.
May 3, 2004, May 3, 2004.
589

3.

4.
5.

6.

7.

8.

9.

10.
11.

Walker J, Pan E, Johnston D, Adler-Milstein J, Bates DW,
Middleton B. The Value Of Health Care Information
Exchange And Interoperability. Health Aff. January 19, 2005
2005:hlthaff.w5.10.
Goozner M. Why Computerize Your Medical Records?
AARP Bulletin. Vol 46:24.
Basch P. Electronic Health Records and the National Health
Information Network: Affordable, Adoptable, and Ready for
Prime Time? Ann Intern Med. August 2, 2005
2005;143(3):227-228.
Freudenheim M. Many Hospitals Resist Computerized
Patient
Care.
New
York
Times.
http://www.nytimes.com/2004/04/06/technology/06errors.ht
ml?pagewanted = all&position = . April 6, 2004.
Gaul GM. Revamped Veteran's Health Care Now a Model.
Washington
Post.
http://www.washingtonpost.com/wpdyn/content/article/2005/08/21/AR2005082101073.html.
August 25, 2005. Accessed September 6, 2005.
Health Care's Big Spender Trails in Adopting Health IT.
Commonwealth Fund. MAY 12, 2006. Available at:
http://www.cmwf.org/healthpolicyweek/healthpolicyweek_s
how.htm?doc_id = 372989#doc372990. Accessed May 18,
2006.
G. F. Anderson, Frogner BK, Johns RA, Reinhardt UE.
Health Care Spending and Use of Information Technology in
OECD Countries. Health Affairs. May/June 2006;25(3):819831.
Mokdad AH, Marks JS, Stroup DF, Gerberding JL. Actual
Causes of Death in the United States, 2000. JAMA. March
10, 2004;291(10):1238-1245.
The global burden of disease and injury series: a
comprehensive assessment of mortality and disability from
diseases, injuries, and risk factors in 1990 and projected to
2020. Published by the Harvard School of Public Health on
behalf of the World Health Organization and the World
Bank. Vol 1. Cambridge, MA: Harvard University Press;
1996.

590

12.
13.

14.

15.
16.
17.
18.

19.

20.

21.

22.

Borger C, Smith S, Truffer C, et al. Health Spending
Projections Through 2015: Changes On The Horizon. Health
Affairs. March 1, 2006;25(2):hlthaff.25.w61-w73.
Thomas DL, Astemborski J, Rai RM, et al. The Natural
History of Hepatitis C Virus Infection: Host, Viral, and
Environmental
Factors.
JAMA.
July
26,
2000
2000;284(4):450-456.
Mental Health: A Report of the Surgeon General. National
Institute of Mental Health. 1999. Available at:
http://www.surgeongeneral.gov/library/mentalhealth/toc.htm
l#chapter2. Accessed October 5, 2004.
Goode E. Antidepressants Lift Clouds, but Lose 'Miracle
Drug' Label. New York Times. June 30, 2002.
http://query.nytimes.com/search/advanced/.
Moore TJ. No prescription for happiness--Could it be that
antidepressants do little more than placebos. Boston Globe.
October 19, 1999.
Moore TJ. Briefing on Drugs for Depression. Available at:
http://www.thomasjmoore.com/pages/depress.shtml.
Accessed January 14, 2003.
Harris G. Regulators Want Antidepressants to List Warning.
New
York
Times.
http://www.nytimes.com/2004/03/23/health/23DEPR.html?p
agewanted = all&position = . March 23, 2004.
Goode E. Stronger Warning Urged on Antidepressants for
Teenagers.
New
York
Times.
http://www.nytimes.com/2004/02/03/health/03DEPR.html.
February 3, 2004.
MindFreedom.
MindFreedom
Support
Coalition
International.
Available
at:
http://mindfreedom.org/about.shtml. Accessed April 28,
2006.
Bola JR. Medication-Free Research in Early Episode
Schizophrenia:
Evidence
of
Long-Term
Harm?
10.1093/schbul/sbj019. Schizophr Bull. April 1, 2006
2006;32(2):288-296.
Carey B. Revisiting Schizophrenia: Are Drugs Always
Needed?
NY
Times.
http://www.nytimes.com/2006/03/21/health/psychology/21sc
591

23.
24.

25.
26.

27.

28.
29.

30.
31.

32.

hiz.html?_r = 1&oref = slogin&pagewanted = all. March
21, 2006.
Naimi TS, Brewer RD, Mokdad A, Denny C, Serdula MK,
Marks JS. Binge drinking among U.S. adults. JAMA.
2003;289(1):70-75.
Ornstein C, Krikorian M. Care Home Problems Blamed on
Staffing--The poor quality of California's nursing homes is
due to a lack of aides, a report says. LA Times. October 17,
2002. http://pqasb.pqarchiver.com/latimes/. October 17,
2002.
Georgetown University Long-Term Care Financing Project.
Georgetown University Health Policy Institute. Available at:
http://ltc.georgetown.edu/. Accessed September 1, 2005.
LaPlante MP, Harrington C, Kang T. Estimating paid and
unpaid hours of personal assistance services in activities of
daily living provided to adults living at home. Health Serv
Res. 2002;37(2):397-415.
Cash and Counselling Moves into the Mainstream. Alliance
for Health Reform. April 2006. Available at:
http://www.allhealth.org/recent/issue_briefs/Cash%20and%2
0Counseling.pdf. Accessed April 28, 2006.
McNeil DG. For Those Who Snore Heavily, Implants May
Help. NY Times. November 22, 2005.
McBryde-Johnson H. The Disability Gulag. New York
Times.
http://www.nytimes.com/2003/11/23/magazine/23DISABILIT
Y.html?pagewanted = all&position = . November 23, 2003.
Ongley MJ, Klein RG, Dorman TA, Eek BC, Hubert LJ. A
new approach to the treatment of chronic low back pain.
Lancet. 143-6 1987(2):8551.
Reeves KD, Hassanein K. Randomized, prospective,
placebo-controlled double-blind study of dextrose
prolotherapy for osteoarthritic thumb and finger (DIP, PIP,
and trapeziometacarpal) joints: evidence of clinical efficacy.
J Altern Complement Med. 2000;6(4):311-320.
Reeves KD, Hassanein K. Randomized prospective doubleblind placebo-controlled study of dextrose prolotherapy for
knee osteoarthritis with or without ACL laxity. Altern Ther
Health Med. 2000;6(2):68-74.
592

33.

34.
35.

36.

37.
38.
39.

40.
41.

42.

Gould KL, Ornish D, Scherwitz L, et al. Changes in
myocardial perfusion abnormalities by positron emission
tomography after long-term, intense risk factor modification.
JAMA. 1995;274(11):894-901.
Ornish D, Brown SE, Scherwitz LW, et al. Can lifestyle
changes reverse coronary heart disease? The Lifestyle Heart
Trial. Lancet. 1990;336(8708):129-133.
Beckman M. One drug, two takes - Scientists and patients
scoff at an FDA announcement that smoking marijuana has
no
medical
benefits.
LA
Times.
http://www.latimes.com/features/health/la-hemarijuana1may01,0,3721003,full.story?coll = la-homehealth. May 1, 2006.
Harris G. F.D.A. Dismisses Medical Benefit From
Marijuana.
NY
Times.
http://www.nytimes.com/2006/04/21/health/21marijuana.htm
l?_r = 1&ei = 5094&en = 8e9d2dc5bc070645&hp = &ex =
1145592000&adxnnl = 1&oref = slogin&partner =
homepage&adxnnlx
=
1145592105lDnkTMe8BBaI/7IO+NZXBA. April 21, 2006.
Bekelman JE, Li Y, Gross GP. Scope and Impact of
Financial Conflicts of Interest in Biomedical Research. A
Systematic Review. JAMA. 2003;289:454-465.
Moses H, III, Dorsey ER, Matheson DHM, Thier SO.
Financial Anatomy of Biomedical Research. JAMA.
September 21, 2005;294(11):1333-1342.
Frieden TR, Das-Douglas M, Kellerman SE, Henning KJ.
Applying Public Health Principles to the HIV Epidemic. N
Engl J Med. December 1, 2005;353(22):2397-2402.
http://content.nejm.org/cgi/content/full/2353/2322/2397.
Holtgrave DR, Curran JW. What works, and what remains to
be done, in HIV prevention in the United States. Annu Rev
Public Health. March 17, 2006;27.
$22 Billion needed in 2008 to Reverse Spread of AIDS.
Medical News Today. June 23, 2005. Available at:
http://www.medicalnewstoday.com/medicalnews.php?newsi
d = 26492. Accessed May 1, 2006.
Piot P. Getting Ahead of AIDS: The Long-Term Agenda Woodrow Wilson International Center for Scholars.
593

43.
44.

45.

46.

UNAIDS.
March
9,
2006.
Available
at:
http://www.wilsoncenter.org/events/docs/Piotspeech.pdf.
Accessed May 1, 2006.
U.N.: HIV Cases Hit Record High in 2003. Associated Press.
July 6, 2004.
McNeil DG. Plan to Battle AIDS Worldwide Is Falling
Short.
New
York
Times.
http://www.nytimes.com/2004/03/28/international/28AIDS.ht
ml?pagewanted = all&position = . March 28, 2004.
Bush Administration's Global HIV/AIDS Policies Are
Undermining Fight Against Pandemic, Opinion Piece Says.
Kaiser Family Foundation. October 19, 2005. Available at:
http://www.kaisernetwork.org/daily_reports/rep_index.cfm?
DR_ID = 33184.
Tavrow P. Undermining the AIDS fight. Baltimore Sun.
http://www.baltimoresun.com/news/opinion/oped/balop.aids18oct18,1,1295994.story?ctrack = 1&cset = true.
October 18, 2005.

Chapter 23
1.
From testimony before the U.S. House of Representatives,
Re: Oversight Hearing on Healthcare Litigation Reform:
Does Limitless Litigation Restrict Access to Healthcare?
Presented by Donald Palmisano, MD, JD. U.S. House of
Representatives Subcommittee on Commercial and
Administrative Law. Washington, DC: American Medical
Association; June 12, 2002.
2.
Stein R. For Americans, Getting Sick Has Its Price - Survey
Says U.S. Patients Pay More, Get Less Than Those in Other
Western
Nations.
Washington
Post.
http://www.washingtonpost.com/wpdyn/content/article/2005/11/03/AR2005110301143.html.
November 4, 2005.
3.
Think Malpractice is Driving up Health Care Costs? Think
again. Americans for Insurance Reform. A project of the
Center for Justice and Democracy. Available at:
http://www.insurance-reform.org/pr/AIRhealthcosts.pdf.
Accessed Dec. 22, 2003.
594

4.
5.

6.

7.

8.

9.

10.

11.

12.

Court J, Smith F. Making a Killing - HMOs and the Threat
to Your Health. Monroe, ME: Common Courage Press;
2000.
Rodenhuis S, Bontenbal M, Beex LVAM, et al. High-Dose
Chemotherapy with Hematopoietic Stem-Cell Rescue for
High-Risk Breast Cancer. N Engl J Med. July 3, 2003
2003;349(1):7-16.
Stadtmauer EA, O'Neill A, Goldstein LJ, et al. ConventionalDose
Chemotherapy
Compared
with
High-Dose
Chemotherapy plus Autologous Hematopoietic Stem-Cell
Transplantation for Metastatic Breast Cancer. N Engl J Med.
April 13, 2000 2000;342(15):1069-1076.
Tallman MS, Gray R, Robert NJ, et al. Conventional
Adjuvant Chemotherapy with or without High-Dose
Chemotherapy and Autologous Stem-Cell Transplantation in
High-Risk Breast Cancer. N Engl J Med. July 3, 2003
2003;349(1):17-26.
Schulman KA, Stadtmauer EA, Reed SD, et al. Economic
analysis of conventional-dose chemotherapy compared with
high-dose chemotherapy plus autologous hematopoietic
stem-cell transplantation for metastatic breast cancer. Bone
Marrow Transplant. 2003;31(3):205-210.
Stolberg SG. Lobbyists on Both Sides Duel in the Medical
Malpractice Debate. New York Times. March 12, 2003.
http://www.nytimes.com/2003/03/12/politics/12MED.html?p
agewanted = all&position = top. March 12, 2003.
Girion
L.
Justice
Denied?
LA
Times.
http://www.latimes.com/business/la-fimalpractice1aug01,1,6927431.story?coll
=
la-homebusiness. August 1, 2004.
Medical Malpractice Insurance Reform Resource Page Insurance Industry Reform, Not Liability Limits, Lowered
and Stabilized Insurance Rates in California. The Foundation
for Taxpayer and Consumer Rights. Available at:
http://www.consumerwatchdog.org/healthcare/medmal.php.
Accessed July 21, 2004.
Borger C, Smith S, Truffer C, et al. Health Spending
Projections Through 2015: Changes On The Horizon. Health
Affairs. February 22, 2006:hlthaff.25.w61.
595

13.

14.

15.

16.

17.

18.
19.

20.

21.

Newsroom Facts and Figures. Institute for Legal Reform.
Available
at:
http://www.instituteforlegalreform.org/newsroom/index.php?
p = factsfigures. Accessed April 21, 2007.
Kravitz RL, Rolph JE, Petersen L. Omission-related
malpractice claims and the limits of defensive medicine.
Medical Care Research and Review. December 1997.
http://www.ahrq.gov/research/mar98/ra3.htm;54(4):456-471.
Medical Liability Reform Fast Facts. American Medical
Association. Mar 03, 2003. Available at: http://www.amaassn.org/ama/pub/article/6282-7342.html. Accessed June 4,
2004.
HHS WEEKLY REPORT. U.S. Department of Health and
Human Services. 19-25 January 2003. Available at:
http://hhs.gov/news/newsletter/weekly/archive/19jan03.htm#
1. Accessed June 5, 2004.
FIRST DO NO HARM: A CONSUMER RESPONSE TO
THE MEDICAL LOBBY'S CAMPAIGN TO LIMIT THE
LEGAL RIGHTS OF INJURED PATIENTS - EXECUTIVE
SUMMARY. The Center for Medical Consumers and The
New York Public Interest Research Group. Available at:
http://www.medicalconsumers.org/pages/FIRST%20DO%20
NO%20HARM.pdf. Accessed June 5, 2004.
Defensive Medicine and Medical Malpractice. Washington,
DC: U.S. Government Policy Office: U.S. Congress Office
of Technology Assessment; July 1994.
Brennan T, Leape L, Laird N, et al. Incidence of adverse
events and negligence in hospitalized patients. Results of the
Harvard Medical Practice Study I. N Engl J Med. February 7,
1991 1991;324(6):370-376.
Leape L, Brennan T, Laird N, et al. The nature of adverse
events in hospitalized patients. Results of the Harvard
Medical Practice Study II. N Engl J Med. February 7, 1991
1991;324(6):377-384.
Thomas EJ, Studdert DM, Newhouse JP, et al. Costs of
medical injuries in Utah and Colorado. Inquiry.
1999;36(3):255-264.

596

22.
23.

24.

25.

26.
27.
28.
29.

30.

31.
32.

Thomas EJ, Studdert DM, Burstin HR, et al. Incidence and
types of adverse events and negligent care in Utah and
Colorado. Med Care. 2000;38(3):261-271.
Shapiro D. Beyond the Blame: A No-Fault Approach to
Malpractice.
New
York
Times.
http://www.nytimes.com/2003/09/23/health/policy/23ESSA.ht
ml?pagewanted = all&position = . September 28, 2003.
HCUPnet, Healthcare Cost and Utilization Project. Agency
for Healthcare Research and Quality. Rockville , MD.
Available at: http://www.ahrq.gov/hcupnet/. Accessed May
26, 2004.
Quick Facts on Medical Malpractice Issues - Costs of
Medical Negligence to Patients. Public Citizen Health
Research
Group.
Available
at:
http://www.citizen.org/congress/civjus/medmal/articles.cfm?
ID = 9125. Accessed April 21, 2006.
Rosenwasser RL, Ross G. Law and Medicine - The Medical
Malpractice Crisis: Tip of the "Litigation, Inc." Iceberg.
Medscape General Medicine. October 12, 2004;6(4).
Viscusi WK. Why there is no defense of punitive damages.
Georgetown Law Journal. November 1998.
Greenspan Expressed Concern Over Worsening U.S. Budget
Deficit. ASSOCIATED PRESS. December 2, 2005.
Feder BJ. Surgical Device Poses a Rare but Serious Peril EncisionA burn (circled) from an insulation failure on an
electrical
instrument.
NY
Times.
http://www.nytimes.com/2006/03/17/business/17spark.html?
pagewanted = all. March 17, 2006.
Berenson A. Jury Finds Merck Liable in Vioxx Death and
Awards
$253
Million.
NY
Times.
http://www.nytimes.com/2005/08/19/business/19WIREVIOXX.html?hp&ex
=
1124510400&en
=
af023750cecde6fa&ei = 5094&partner = homepage. August
19, 2005.
Berenson A. In the Money, and in Court. NY Times.
http://www.nytimes.com/2006/04/22/business/22plaintiffs.ht
ml?pagewanted = all. April 22, 2006.
Creswell J. Testing for Silicosis Comes Under Scrutiny in
Congress.
NY
Times.
597

33.

http://www.nytimes.com/2006/03/08/business/08silica.html.
March 8, 2006.
Levin M, Miller AC. Industries Get Quiet Protection From
Lawsuits - Federal agencies are using arcane regulations and
legal opinions to shield automakers and others from
challenges by consumers and states. LA Times.
http://www.latimes.com/news/printedition/la-napreempt19feb19,0,930560,full.story. February 19, 2006.

Chapter 24
1.
CBS News / New York Times Poll, February 24-February
28, 2005 and based on telephone interviews with a national
adult sample of 1,111. Data provided by The Roper Center
for Public Opinion Research, University of Connecticut.
http://www.ropercenter.uconn.edu/cgiAvailable
at:
bin/hsrun.exe/Roperweb/HPOLL/StateId/Ci0zIIaQ5tC1pkI5
c1jJmaB01cRvI-Vd_n/HAHTpage/Summary_Link?qstn_id
= 1617373. Accessed December 26, 2005.
2.
Proposal of the Physicians' Working Group for Single-Payer
National Health Insurance. JAMA. 2003;290(6):798-805.
3.
Reforming the U.S. Health Care System - Policy
Backgrounder 149. National Center for Policy Analysis.
April 26, 1999. Accessed September 6, 2005.
4.
Emanuel EJ, Fuchs VR. Solved! - It covers everyone. It cuts
costs. It can get through Congress. Why Universal Health
Care Vouchers is the next big idea. Washington Monthly.
http://www.washingtonmonthly.com/features/2005/0506.ema
nuel.html.
5.
Kendall D. Fixing America's Health Care System - A
Progressive Plan to Cover Everyone and Restrain Costs.
Progressive Policy Institute. September 22, 2005. Available
at:
http://www.ppionline.org/ppi_ci.cfm?knlgAreaID
=
111&subsecid = 138&contentid = 253538. Accessed October
14, 2005.
6.
Clinton HR. Now Can We Talk About Health Care? New
York
Times.
http://www.nytimes.com/2004/04/18/magazine/18POLICY.ht
ml?pagewanted = all&position = . April 18, 2004.
598

7.
8.

9.
10.
11.

12.
13.

14.

15.

Gingrich N, Pavey D, Woodbury A. Saving Lives & Saving
Money. Atlanta, GA: Gingrich Communications, Inc.; 2003.
McGlynn EA, Asch SM, Adams J, et al. The Quality of
Health Care Delivered to Adults in the United States. N Engl
J
Med.
2003;348(26):2635-2645.
http://content.nejm.org/cgi/content/full/2348/2626/2635?ijke
y = fKqZNkwy2639x/2632I&keytype = ref&siteid = nejm.
Borger C, Smith S, Truffer C, et al. Health Spending
Projections Through 2015: Changes On The Horizon. Health
Affairs. March 1, 2006;25(2):hlthaff.25.w61-w73.
Hidden Costs, Value Lost: Uninsurance in America.
Washington, DC: Institute of Medicine of the National
Academies; June 17, 2003.
Insuring
America's
Health:
Principles
and
Recommendations. Institute of Medicine of The National
Academy of Sciences Project: Consequences of Uninsurance.
January
14,
2004.
Available
at:
http://www.iom.edu/report.asp?id = 17632. Accessed May 3,
2004.
Gilmer T, Kronick R. It's The Premiums, Stupid: Projections
Of The Uninsured Through 2013. 10.1377/hlthaff.w5.143.
Health Aff. April 5, 2005:hlthaff.w5.143.
Mental Health: A Report of the Surgeon General. National
Institute of Mental Health. 1999. Available at:
http://www.surgeongeneral.gov/library/mentalhealth/toc.htm
l#chapter2. Accessed October 5, 2004.
The global burden of disease and injury series: a
comprehensive assessment of mortality and disability from
diseases, injuries, and risk factors in 1990 and projected to
2020. Published by the Harvard School of Public Health on
behalf of the World Health Organization and the World
Bank. Vol 1. Cambridge, MA: Harvard University Press;
1996.
National Drug Control Strategy-FY 2005 Budget Summary.
Office of National Drug Control Policy. March 2004.
Available
at:
http://www.whitehousedrugpolicy.gov/publications/policy/b
udgetsum04/index.html. Accessed July 28, 2004.
599

16.

17.

18.

19.
20.

21.

22.

23.

24.

LaPlante MP, Harrington C, Kang T. Estimating paid and
unpaid hours of personal assistance services in activities of
daily living provided to adults living at home. Health Serv
Res. 2002;37(2):397-415.
Shapiro D. Beyond the Blame: A No-Fault Approach to
Malpractice.
New
York
Times.
http://www.nytimes.com/2003/09/23/health/policy/23ESSA.ht
ml?pagewanted = all&position = . September 28, 2003.
Think Malpractice is Driving up Health Care Costs? Think
again. Americans for Insurance Reform. A project of the
Center for Justice and Democracy. Available at:
http://www.insurance-reform.org/pr/AIRhealthcosts.pdf.
Accessed Dec. 22, 2003.
Thomas EJ, Studdert DM, Newhouse JP, et al. Costs of
medical injuries in Utah and Colorado. Inquiry.
1999;36(3):255-264.
Freudenheim M. Many Hospitals Resist Computerized
Patient
Care.
New
York
Times.
http://www.nytimes.com/2004/04/06/technology/06errors.ht
ml?pagewanted = all&position = . April 6, 2004.
Walker J, Pan E, Johnston D, Adler-Milstein J, Bates DW,
Middleton B. The Value Of Health Care Information
Exchange And Interoperability. Health Aff. January 19, 2005
2005:hlthaff.w5.10.
VandeWater PN. Cost Estimate - H.R. 3605/S. 1890:
Patients' Bill of Rights Act of 1998. Congressional Budget
Office.
July
16,
1998.
Available
at:
http://www.cbo.gov/showdoc.cfm?index = 667&sequence =
0. Accessed September 6, 2006.
Congressional Briefing - Council Unveils 'Patient-Centered
Care' Agenda. National Health Council. June 29, 2004.
Available
at:
http://www.nationalhealthcouncil.org/programs/cong_brief.h
tm. Accessed October 13, 2005.
Patient Centered Care 2015: Senarios, Vision, Goals, and
Next Steps. Institute of Alternative Futures for the Picker
Institute.
July
2004.
Available
at:
http://www.altfutures.com/pubs/Picker%20Final%20Report
%20May%2014%202004.pdf. Accessed October 13, 2005.
600

25.

26.

27.

28.

29.

30.

31.

32.

Physician Services: Concierge Care Characteristics and
Considerations for Medicare. Government Accountability
Office GAO-05-929. August 12, 2005. Accessed October 29,
2005.
Zuger A. Being a Patient - For a Retainer, Lavish Care by
'Boutique
Doctors'.
NY
Times.
http://www.nytimes.com/2005/10/30/health/30patient.html?ei
= 5094&en = 4dda454678e09295&hp = &ex =
1130644800&partner = homepage&pagewanted = all.
October 30, 2005.
FY 2007 Budget in Brief Advancing the Health, Safety, and
Well-Being of our People. U.S. Department of Health and
Human
Services.
Available
at:
http://www.hhs.gov/budget/07budget/overview.html.
Accessed May 8, 2006.
McNeil DG. Plan to Battle AIDS Worldwide Is Falling
Short.
New
York
Times.
http://www.nytimes.com/2004/03/28/international/28AIDS.ht
ml?pagewanted = all&position = . March 28, 2004.
National Advisory Council on Nurse Education and Practice
- Third Report to the Secretary of Health and Human
Services and the Congress. Health Resources and Services
Administration. U.S. Department of Health and Human
Services. Bureau of Health Professions. November 2003.
Available
at:
http://bhpr.hrsa.gov/nursing/nac/nacreport.htm#c1. Accessed
September 13, 2005.
Nurse Education and Practice Grant Programs. Health
Resources and Services Administration. U.S. Department of
Health and Human Services. Bureau of Health Professions.
Available at: http://bhpr.hrsa.gov/nursing/. Accessed
September 13, 2005.
Workers CompensationTHE
TOPIC. Insurance
Information Institute, Inc. JULY 2004. Available at:
http://www.iii.org/media/hottopics/insurance/workerscomp/.
Accessed October 15, 2004.
OWCP Annual Report to Congress- 2002. Office of Workers'
Compensation
Programs.
Available
at:
601

33.
34.

35.

36.

37.

38.

39.

40.

http://www.dol.gov/esa/aboutesa/02owcpmx.pdf. Accessed
April 28, 2006.
Halliday J. Nutrition at risk with rising food insecurity.
FoodNavigator.com. Available at: Jess Halliday.
Making America Stronger: Profile of the Food Stamp
Program. USDA Food and Nutrition Service. Available at:
http://www.fns.usda.gov/oane/Farm_Bill/FSPProfile.pdf.
Accessed December 22, 2005.
Cook JA, Leff HS, Blyler CR, et al. Results of a Multisite
Randomized Trial of Supported Employment Interventions
for
Individuals
With
Severe
Mental
Illness
10.1001/archpsyc.62.5.505. Arch Gen Psychiatry. May 1,
2005;62(5):505-512.
Physician Socioeconomic Statistics, 2003 -- Median
Physician Income for 2000 and Annual Percentage Changes
by Employment Type Specialty and Census Division.
American Medical Association Press. Available at:
https://catalog.amaassn.org/Catalog/product/product_detail.jsp?productId
=
prod130027. Accessed January 15, 2004.
Jacob JA. Doctors working more for smaller gains Specialists fared somewhat better than primary care
physicians, but gains in productivity outstripped any gain in
income. American Medical News. September 2, 2002:
http://www.amaassn.org/amednews/2002/2009/2002/bisb0902.htm.
“Unnecessary
Hospitalization”
Sources:
HCUPnet,
Healthcare Cost and Utilization Project. Agency for
Healthcare Research and Quality. Rockville , MD. April 28,
2006. Available at: http://hcup.ahrq.gov/HCUPnet.asp.
Accessed May 12, 2006.
Leff B, Burton L, Mader SL, et al. Hospital at Home:
Feasibility and Outcomes of a Program To Provide HospitalLevel Care at Home for Acutely Ill Older Patients. Ann
Intern Med. December 6, 2005;143(11):798-808.
Kendall DB. Survival of the Fittest?-Bush's Darwinian
Health Care Agenda. Progressive Policy Institute. March 2,
2006.
Available
at:
http://www.ppionline.org/ppi_ci.cfm?knlgAreaID
=
602

41.

42.

43.

44.

45.

46.

47.

48.
49.

111&subsecid = 137&contentid = 253771. Accessed March
17, 2006.
Vacation, Adventure And Surgery? CBS News- 60 minutes.
September
4,
2005.
Available
at:
http://www.cbsnews.com/stories/2005/04/21/60minutes/mai
n689998.shtml. Accessed February 26, 2006.
Miller MJ, Draugalis JR, Ortmeier BG, Leischow SJ. A
retrospective analysis of the costs and consequences of a
tobacco-cessation program for active duty service members.
Mil Med. 1996;161(7):420-424.
Jewell M. Half of Bankruptcies Tied to Medical Bills, Study
Finds - Most Pulled Into Debt by Illness Have Jobs, Health
Insurance.
AP.
http://aolsvc.news.aol.com/news/article.adp?id
=
20050201180209990015.
Newsroom Facts and Figures. Institute for Legal Reform.
Available
at:
http://www.instituteforlegalreform.org/newsroom/index.php?
p = factsfigures. Accessed April 21, 2007.
MindFreedom.
MindFreedom
Support
Coalition
International.
Available
at:
http://mindfreedom.org/about.shtml. Accessed April 28,
2006.
Bola JR. Medication-Free Research in Early Episode
Schizophrenia:
Evidence
of
Long-Term
Harm?
10.1093/schbul/sbj019. Schizophr Bull. April 1, 2006
2006;32(2):288-296.
Carey B. Revisiting Schizophrenia: Are Drugs Always
Needed?
NY
Times.
http://www.nytimes.com/2006/03/21/health/psychology/21sc
hiz.html?_r = 1&oref = slogin&pagewanted = all. March
21, 2006.
McKeon E. Washington Watch - What Could the Nurse
Reinvestment Act Mean for You? American Journal of
Nursing. December, 2002;102(12).
The Employer Based Health Care System is in Crisis. Labor
Research
Association.
2004.
Available
at:
http://www.laborresearch.org/story.php?id = 357. Accessed
September 26, 2005.
603

50.

51.

52.

53.

54.
55.

56.

57.

Halper E. Benefits Tab Seen as Major Fiscal Drag Healthcare promised to retirees could create a crisis unless
the state finds a way to pay for it, a new report says. It urges
a
reserve
fund.
LA
Times.
http://www.latimes.com/business/la-mebenefits18feb18,0,5651028.story?coll = la-home-business.
February 18, 2006.
Freudenheim M. Fewer Employers Totally Cover Health
Premiums.
NY
Times.
http://www.nytimes.com/2005/03/23/business/23health.html?
adxnnl
=
1&adxnnlx
=
1111590942zONAIHsBH4uN1ZUhrmTFRw. March 23, 2005.
Joyce A. A Hole In GM's Safety Net - Health Benefit Cut
Seen
as
Bellwether.
Washington
Post.
http://www.washingtonpost.com/wpdyn/content/article/2005/10/19/AR2005101902210.html.
October 20, 2005.
Hartman D. What’s Good for General Motors . . .
Chronicles.
http://www.chroniclesmagazine.org/Chronicles/May2002/05
02Hartman.html: The Rockford Institute.
Schneiderman LJ, Jecker NS, Jonsen AR. Medical futility:
response to critiques. Ann Intern Med. 1996;125(8):669-674.
Gerstenzang J. Energy Plan Goes on Tour - Bush calls
advances in batteries for hybrid vehicles and solar panels for
homes just the type of innovation that his program is
advocating.
LA
Times.
http://www.latimes.com/news/nationworld/nation/la-nabush21feb21,0,7008051.story?coll
=
la-home-nation.
February 21, 2006.
Max Boot: Filling tanks, funding dictators. LA Times.
http://www.latimes.com/news/opinion/commentary/la-oeboot3may03,0,3377186.column?coll
=
la-homecommentary. May 3, 2006.
Holley D. Putin to Boost Russian Military, Economy. LA
Times. http://www.latimes.com/news/nationworld/world/la051006putin_lat,0,6209036,full.story?coll
=
la-homeheadlines. May 10, 2006.
604

58.

59.

60.

61.

62.

63.
64.

65.
66.

Williams CJ. Chavez Extends an Oil-Rich Hand to
Neighbors.
LA
Times.
http://www.truthout.org/docs_2005/091305P.shtml.
September 13, 2005.
Annual Energy Outlook 2005 with Projections to 2025.
Energy Information Administration's National Energy
Modeling System.
January 2005.
Available at:
http://www.eia.doe.gov/oiaf/aeo/pdf/appa.pdf.
Accessed
September 26, 2005.
White RD, Caldwell T. Oil Rolls Past $70 a Barrel -The
price reaches a record high amid rising unease overseas.
Consumers may start feeling strains beyond the gas pump.
http://www.latimes.com/business/la-fiLA
Times.
oilrecord18apr18,0,3206900,full.story?coll = la-homeheadlines. April 18, 2006.
Magnier M. China Stakes Claim for Global Oil Access. LA
Times.
http://www.latimes.com/business/la-fgchinaoil17jul17,0,3357282.story?coll = la-home-business.
July 17, 2005.
Lundberg J. Preparations and policies for petrocollapse and
climate distortion. Culture Change. July 2005. Available at:
http://www.culturechange.org/cms/index.php.
Accessed
September 26, 2005.
Roberts P. Running Out of Oil -- and Time. LA Times.
http://www.latimes.com/news/opinion/sunday/commentary/la
-op-roberts7mar07,1,7320937.story. March 7, 2004.
Barringer F. New Priorities in Environment. New York
Times.
http://www.nytimes.com/2004/09/14/politics/campaign/14en
viro.html?pagewanted = all&position = . September 14,
2004.
Gore A. An Inconvenient Truth. Paramount Pictures.
Available at: http://www.climatecrisis.net/. Accessed May
12, 2006.
Petruno T. Dollar Slumps, Reviving Worries. LA Times.
http://www.latimes.com/business/la-fimarkets29apr29,0,2733136,full.story?coll
=
la-homebusiness. April 29, 2006.
605

67.

68.

69.

70.
71.

72.

73.

74.

75.

Bajaj V. U.S. Trade Deficit Hit All-Time High in 2005. NY
Times. http://www.nytimes.com/2006/02/10/business/10cndecon.html?hp&ex
=
1139634000&en
=
4e12548d36b76a1c&ei = 5094&partner = homepage.
February 10, 2006.
Top Trading Partners - Surplus, Deficit, Total Trade. U.S.
Census Bureau. Foreign Trade Statistics. August 2005.
Available
at:
http://www.census.gov/foreigntrade/statistics/highlights/top/index.html.
Accessed
September 27, 2005.
Biomass program. U.S. Department of Energy - Energy
Efficiency and Renewable Energy. Available at:
http://eereweb.ee.doe.gov/biomass/economic_growth.html.
Accessed May 3, 2006.
Health Policy Matters® - Hitting the Mark. The Galen
Institute.
March
8,
2006.
Available
at:
http://www.galen.org/ccbdocs.asp?docID = 874.
Energy Kid's Page- Energy Calculator: Common Units and
Conversions. Energy Information Administration. Available
at:
http://www.eia.doe.gov/kids/energyfacts/science/energy_calc
ulator.html#unitsexplained. Accessed September 26, 2005.
Gas Taxes: Lesser Evil, Greater Good. NY Times.
http://www.nytimes.com/2005/10/24/opinion/24mon1.html?e
x = 1287806400&en = e3e99c87204c4d77&ei =
5090&partner = rssuserland&emc = rss. October 24, 2005.
Uchitelle L, Thee M. Americans Are Cautiously Open to Gas
Tax
Rise,
Poll
Shows.
NY
Times.
http://www.nytimes.com/2006/02/28/national/28gas.html?_r
= 1&oref = slogin. February 28, 2006.
O'Dell J. Benefit Burden Puts GM in Slow Lane. LA Times.
http://www.latimes.com/business/la-figm24apr24,0,4481525.story?coll = la-home-business. April
24, 2005.
O'Dell J. Vehicle Buyers Intensify Shift to Smaller Models.
LA
Times.
http://www.latimes.com/business/la-fiautos3may03,0,4673713.story?coll = la-home-business. May
3, 2006.
606

76.

77.
78.

Hakim D. Carmakers In for a Long Haul in Paying Retiree
Health
Care.
New
York
Times.
http://www.nytimes.com/2004/09/15/business/15retire.html?
hp = &pagewanted = all&position = . September 15, 2004.
Petruno T, O'Dell J. If GM Fails, Then What? LA Times.
http://www.latimes.com/business/la-figm23apr23,1,7767731,full.story. April 23, 2006.
Crossing the Quality Chasm: A New Health System for the
21st Century: The Institute of Medicine of the National
Academy of Sciences; March 1, 2001.

Appendix 1
1.
McGlynn EA, Asch SM, Adams J, et al. The Quality of
Health Care Delivered to Adults in the United States. N Engl
J
Med.
2003;348(26):2635-2645.
http://content.nejm.org/cgi/content/full/2348/2626/2635?ijke
y = fKqZNkwy2639x/2632I&keytype = ref&siteid = nejm.
2.
How Good Is the Quality of Health Care in America? RAND
Corporation
Report.
Available
at:
http://www.rand.org/pubs/working_papers/2006/RAND_WR
174-1.pdf. Accessed June 26, 2003.
Appendix 2
1.
Interactive Healthy Eating Index of USDA. U.S. Department
of Agriculture's Center for Nutrition Policy and Promotion.
Available at: http://www.mypyramidtracker.gov/. Accessed
March 18, 2006.
Appendix 5
1.
Moser K. Pulmonary Embolism (Chapter 52). In: Murray J,
Nadel J, eds. Textbook of Respiratory Medicine. Vol. 2.
Philadelphia: WB Saunders Co., 1994.
2.
McIntyre KM. Medicolegal Implications of Consensus
Statements. Chest 1995; 108:502S-505S.
3.
Prentice AG, Lowe GD, Forbes CD. Diagnosis and treatment
of venous thromboembolism by consultants in Scotland.
British Medical Journal Clinical Research Ed. 1982;
285:630-2.
607

4.
5.

6.
7.

8.

9.
10.
11.

Bundens W, Bergan J, Halasz N, Murray J, Drehobl M. The
superficial femoral vein: A potentially lethal misnomer.
JAMA 1995; 274:1296-1298.
Nielsen HK, Husted SE, Krusell LR, Fasting H, Charles P,
Hansen HH. Silent pulmonary embolism in patients with
deep venous thrombosis. Incidence and fate in a randomized,
controlled trial of anticoagulation versus no anticoagulation.
Journal of Internal Medicine 1994; 235:457-61.
Nielsen HK, Husted SE, Krusell LR, et al. Anticoagulant
therapy in deep venous thrombosis. A randomized controlled
study. Thrombosis Research 1994; 73:215-26.
Launbjerg J, Egeblad H, Heaf J, Nielsen NH, Fugleholm
AM, Ladefoged K. Bleeding complications to oral
anticoagulant therapy: multivariate analysis of 1010
treatment years in 551 outpatients. Journal of Internal
Medicine 1991; 229:351-5.
van der Meer FJ, Rosendaal FR, Vandenbroucke JP, Briet E.
Bleeding complications in oral anticoagulant therapy. An
analysis of risk factors. Archives of Internal Medicine 1993;
153:1557-62.
Levine MN, Raskob G, Landefeld S, Hirsh J. Hemorrhagic
complications of anticoagulant treatment. Chest 1995;
108:276S-290S.
Optimum duration of anticoagulation for deep-vein
thrombosis and pulmonary embolism. Research Committee
of the British Thoracic Society. Lancet 1992; 340:873-6.
Landefeld CS, Goldman L. Major bleeding in outpatients
treated with warfarin: incidence and prediction by factors
known at the start of outpatient therapy. American Journal of
Medicine 1989; 87:144-52.

Appendix 6
1.
Cundiff DK. Review Article - Anticoagulation Therapy for
Venous Thromboembolism. Medscape General Medicine.
September
9,
2004;6(3):http://www.medscape.com/viewarticle/487577.
Appendix 7
608

1.

Hamilton M. Standardised assessment and recording of
depressive symptoms. Psychiatr Neurol Neurochir.
1969;72(2):201-205.

Appendix 9
1.
Briscoe D, Ornstein C. Health System Gets an Extra $100
Million. LA Times. February 8, 2003.
2.
Ornstein C, Krikorian M. Decision on Closing Hospitals
Delayed -- County supervisors, who were to vote today on
health-care cuts, bow to widespread criticism. LA Times.
October 29, 2002: http://pqasb.pqarchiver.com/latimes/.
3.
Cundiff DK. Significant omission in antithrombotic
supplement. Chest. 2002;121(4):1378-1379.
4.
Haefele MB. County Should Look for a Merger, Not a
Miracle. LA Times. February 2, 2003.
5.
Riccardi N. Health Care Out of Hope? LA Times. October
28, 2002: http://pqasb.pqarchiver.com/latimes/.
6.
Rosenblatt RA, Riccardi N. State's 'Safety Net' Hospitals
Face Deep Cuts. LA Times. November 21, 2001:
http://pqasb.pqarchiver.com/latimes/.
7.
Hospital Annual Financial Data Archive. Office of Statewide
Planning
and
Development.
Available
at:
http://www.oshpd.cahwnet.gov/HQAD/HIRC/hospital/financ
e/annual_data/archive/index.htm, 2002.
8.
Riccardi N. Bush Plan May Close Some Public Hospitals. LA
Times.
September
6,
2001:
http://pqasb.pqarchiver.com/latimes/.
9.
The Kaiser Commission on MediCaid and the Uninsured.
Henry J. Kaiser Family Foundation. Available at:
http://www.kff.org/content/2003/4064. Accessed February
28, 2003.
10.
Ornstein C, Bernstein S. Spiraling Medicaid Costs Putting
States in a Bind. LA Times. November 24, 2001:
http://pqasb.pqarchiver.com/latimes/.
11.
Ornstein C, Riccardi N. Major Cuts in County Health Care
Foreseen Finances: Officials may propose eliminating
thousands of jobs and converting two hospitals into clinics to
cope with the budget deficit. LA Times. May 2, 2002:
http://pqasb.pqarchiver.com/latimes/.
609

12.

13.
14.
15.

16.

Brown ER, Ponce N, Rice T, Lavarreda SA. The State of
Health Insurance in California: Findings from the 2001
California Health Interview Survey. UCLA Center for Health
Policy
Research.
June
2002.
Available
at:
http://www.healthpolicy.ucla.edu/pubs/files/shic062002.pdf.
Accessed February 28, 2003.
Ornstein C, Riccardi N. Help May Be on the Way for Health
System.
LA
Times.
October
10,
2002:
http://pqasb.pqarchiver.com/latimes/.
Ableson R. Limits on Residents' Hours Worry Teaching
Hospitals. New York Times. June 14, 2002.
Lee D. Health Net Earnings Up 32% Over Year Ago:
Woodland Hills-based insurer benefits from increasing
premiums and dropping unprofitable lines. October 25, 2002:
http://pqasb.pqarchiver.com/latimes/.
Pear R. Bush and G.O.P. to Push for Medicare Drug Benefit.
New
York
Times.
November
10,
2002:
http://www.nytimes.com/2002/2011/2010/politics/2010HEA
L.html.

Appendix 10
1.
Keeler EB, Rolph JE. How cost sharing reduced medical
spending of participants in the health insurance experiment.
JAMA. 1983;249(16):2220-2227.
2.
Rogers WH, O'Rourke TW, Ware JE, Brook RH, Newhouse
JP. Effects of cost sharing in health insurance on disability
days. Health Policy. 1991;18:131-139.
3.
Newhouse JP and the insurance experiment group. Free free
for all? Lessons from the RAND Health Insurance
Experiment. Cambridge, MA: Harvard University Press;
1993.
4.
Proposal of the Physicians' Working Group for Single-Payer
National Health Insurance. JAMA. 2003;290(6):798-805.
5.
Moses H, III, Dorsey ER, Matheson DHM, Thier SO.
Financial Anatomy of Biomedical Research. JAMA.
September 21, 2005;294(11):1333-1342.
6.
Lowenstein R. The Quality Cure? NY Times Magazine.
http://www.pugetsoundhealthalliance.org/healthnews/NYTi
mes_David_Cutler_article_31305.pdf.
610

7.

8.

9.

10.

Fisher ES, Wennberg DE, Stukel TA, Gottlieb DJ, Lucas FL,
Pinder EL. The implications of regional variations in
medicare spending. Part 2: health outcomes and satisfaction
with care. Ann Intern Med. 2003;138(4):288-298.
Fisher ES, Wennberg DE, Stukel TA, Gottlieb DJ, Lucas FL,
Pinder EL. The implications of regional variations in
medicare spending. Part 1: the content, quality, and
accessibility of care. Ann Intern Med. 2003;138(4):273-287.
How Good Is the Quality of Health Care in America? RAND
Corporation
Report.
Available
at:
http://www.rand.org/health/mcglynn_appa.pdf.
Accessed
June 26, 2003.
McGlynn EA, Asch SM, Adams J, et al. The Quality of
Health Care Delivered to Adults in the United States. N Engl
J
Med.
2003;348(26):2635-2645.
http://content.nejm.org/cgi/content/full/2348/2626/2635?ijke
y = fKqZNkwy2639x/2632I&keytype = ref&siteid = nejm.

611

Acknowledgements
My daughter, Amanda Jane Cundiff, and William Lamers,
MD (pioneering hospice physician) served as my principle editors.
Other health policy experts or opinion leaders that offered
suggestions included David Kendall from the Progressive Policy
Institute, Richard Deyo, MD, a PCP and author of Hope or Hype?,
Barbara Starfield, MD (Professor of Public Health at Johns
Hopkins), Ina May Gaskin, CPM (midwife from “The Farm” in
Tennessee), Judy Norsigian (Executive Director of the Boston
Women’s Health Book Collective), Nora W. Coffey (President of
the Hysterectomy Educational Resources and Services Foundation),
Dean Baker (Co-director of the Center for Economic and Policy
Research), Dorman Cordell (formerly with the National Center for
Policy Analysis), Jonathan Weisbuch, MD (former director of public
health of Mariposa County, AZ), and Susan Foster (director of
policy research and analysis at CASAColumbia). Eddie Young did a
beautiful cover. Friends who gave suggestions or support were
Robby Labovitz, Reisha Golden, David Sundstrom, Carole and
Michael Draznin, Bruce Harshman, Bryan Shaner, Bill McDonald,
and my uncle Earl McCall. My friends at Long Beach Organic
helped me launch the book by supporting my efforts and helping to
distribute it. The patients, nurses, residents, and faculty of LA
County + USC Medical Center gave me the experiences that led to
the material in this book.

612

613

Index
5
5-fluorouracil (5-FU), 226, 227, 228,
229, 230

A
Abbott Laboratories, 16
Abciximab, 169
Abortion, 27, 28, 321
ACE Inhibitors, 90, 97
Addiction prevention and treatment,
315, 346, 363, 425
Alcohol, vii, xii, 19, 88, 89, 118, 120,
121, 122, 123, 131, 133, 270, 273,
289, 315, 343, 357, 362, 425, 436,
437
Alpha blockers, 90, 98, 99
Alteplase (Activase), 16, 150, 154, 383
Alternative medical treatments, xvi,
xvii, 69, 83, 134, 173, 190, 192, 213,
215, 256, 293, 318, 319, 342, 351,
359, 407, 424, 425
American Cancer Society, 18, 50, 195,
196, 203, 205
American Dairy Council, 57
American Diabetes Association, 105,
106, 107, 115, 373
American Heart Association diet, 74
American Medical Association, xiii, xix,
16, 21, 226, 325, 327, 378
Amgen, 16, 268
Angiotensin II receptor blockers, 90, 99
Anisoylated plasminogen
(Anistreplase)., 149
Antidepression pills
bupropion (Wellbutrin), 188
citalopram (Celexa), 188
duloxetine (Cymbalta), 178
escitalopram (Lexapro), 188
fluoxetine (Prozac and Sarafem),
177, 188
mirtazapine (Remeron)., 188

nefazodone (Serzone), 188
paroxetine (Paxil), 14, 183, 184, 187,
188
reboxetine (Edronax, Vestra), 180
sertraline (Zoloft), 180, 189
venlafaxine (Effexor), 188
Aricept (donepezil), 268
Aspirin, 152, 153, 156, 166, 167, 168,
169, 170, 171, 381
Asthma, xv , 21, 55, 272
AstraZeneca, 14, 160, 225, 331
Avandia (rosiglitazone), 110
Aventis Pharmaceuticals, 160, 268

B
Bennett, Cleaves, MD, 85
Beta-blockers, 21, 90, 94, 95, 97, 103,
104, 141, 142
Bevacizumab (Avastin), 228, 229
Bextra, 270, 271
Block, Susan D., MD, 238
Blood pressure lowering pills
ACE inhibitors, 90, 97
alpha blockers, 90, 98, 99
angiotensin II receptor blockers, 90,
99
beta-blockers, 21, 90, 94, 95, 97,
103, 104, 141, 142
calcium channel blockers, 90, 95, 96,
97
thiazide diuretics, 91, 95
Blood thinning drugs
enoxaparin (Lovenox), 171
fondaparinux (Arixtra), 169
heparin, 159, 160, 161, 168, 169,
171, 172, 386, 387, 400, 401,
402, 407, 408, 409, 431
warfarin (Coumadin), 159, 162, 164,
165, 166, 167, 168, 170, 171,
378, 387, 388, 399, 400, 401,
402, 403, 404, 405, 406, 407,
408, 409, 410, 411
Braunwald, Eugene, MD, 140, 150

614

Breast cancer, 18, 66, 203, 204, 205,
206, 207, 230, 232, 251, 266, 323,
324, 430
Bristol-Myers Squibb, 72, 75, 160, 222,
224
Brooks, Tonya, 25, 26
Bupropion (Wellbutrin), 188
B-Vitamins, 281

C
Calcium channel blockers, 90, 95, 96, 97
Cancer chemotherapy drugs
5-fluorouracil (5-FU), 226, 229
bevacizumab (Avastin), 228, 229
capecitabine (Xeloda), 228
cetuximab (Erbitux), 229
cisplatin (Platinol), 222, 223, 224,
225, 226
erlotinib (Tarceva), 234
etoposide (Etopophos), 223, 224
gefitinib (Iressa), 225
gemcitabine (Gemzar), 224, 230
irinotecan (Camptosar), 227, 228
leucovorin, 227
lomustine (CCNU), 231
nitrogen mustard (Mustargen), 222
procarbazine (Matulane), 231
vinorelbine (Navelbine), 222, 223
Capecitabine (Xeloda), 228
Carmustine (BCNU), 231
Celebrex, 270, 271, 272
Celgene Pharmaceuticals, 263
Center for Disease Control, 27, 28, 113,
297, 320
Certified Professional Midwives (CPM),
21, 41
Cervical cancer, 269
Cetuximab (Erbitux), 229
China, 207, 290, 364
Chiropractic, 212, 216, 307
Chlamydia, 19
Cholesterol Lowering Pills
atorvastatin (Lipitor), 63, 64, 74, 75
cerivastatin (Baycol), 76, 80
cholestyramine (Questran), 77
clofibrate (Atromid-S), 77, 80
colesevelam (WelChol), 77
colestipol (Colestid), 77
ezetimibe (Zetia), 78, 82
fenofibrate (Tricor), 77, 78
fluvastatin (Lescol), 75, 76

gemfibrozil (Lopid), 77, 81
lorelco (Probucol), 78
lovastatin (Mevacor), 63, 66, 69, 70,
71, 72, 73, 75, 78, 79, 80
niacin, 78, 392, 394
pravastatin (Pravacol), 64, 72, 73, 74,
75
rosuvastatin (Crestor), 76, 80
simvastatin (Zocor), 71, 75, 78, 80,
82
time-released nicotinic acid, 78
Vytorin = simvastatin [Zocor]+
ezetimibe [Zetia), 78, 82
Chondroitin, 283
CIA World Factbook, 28
Cinacalcet (Sensipar), 16
Cisplatin (Platinol), 222, 223, 224, 225,
226
Citalopram (Celexa), 188
Clinton, Hilary, 336
Clopidogrel (Plavix), 169
Clot-buster drugs
alteplase (Activase), 16, 149, 150,
154, 155, 156, 383
anisoylated plasminogen
(Anistreplase)., 149
streptokinase, 149, 150, 387
Conolly, Matthew, MD, 399
Cough, 97, 272, 273, 432, 438
COX-2 Inhibitor Drugs
celecoxib (Celebrex), 271, 272
rofecoxib (Vioxx), 13, 270, 271, 330,
361, 449, 455
valdecoxib (Bextra), 271
Cuba, xiv , 36, 60, 190, 290, 291

D
Darling, Helen, 362
DASH diet, 88, 89, 118, 119, 123, 124
Diabetes Control and Complications
Trial, 111, 113, 117, 280, 375, 397
Diabetes drugs
insulin, 106, 107, 109, 110, 111, 112,
113, 115, 117, 118, 120, 122,
123, 126, 128, 129, 130, 242,
263, 375, 386, 397, 398
metformin (Glucophage), 110
pioglitazone (Actos), 110
rosiglitazone (Avandia), 110
Diabetic eye disease, 20

615

Diagnostic and Statistical Manual
(DSM-IV), 174
Diets
American Heart Association diet, 74
DASH diet, 88, 89, 118, 119, 123,
124
DCCT subjects’ average diet, 119,
124
vegan diet, 48, 66, 83, 105, 109, 118,
119, 124, 125, 133, 138, 199
Docetaxel (Taxotere), 224, 225
Donepezil (Aricept), 267, 268
Doxycycline, 211, 214
Ductal Carcinoma in Situ (DCIS), 206,
375
Duloxetine (Cymbalta), 178
DuPont Pharmaceuticals Company, xxii,
159, 160, 411

Gabapentin (Neurontin), 260, 261
Galantamine (Reminyl), 267, 268
Gefitinib (Iressa), 225
Gemcitabine (Gemzar), 224, 230
Genentech, 16, 154, 156, 228, 229, 234,
379
General Motors, 362, 367
Genzyme Corp., 16
Gingrich, Newt, 312, 336
Glaucoma, 19
GlaxoSmithKline, 14, 160, 169, 184,
185, 186, 187, 223, 302
Glucophage (metformin), 110
Glucosamine, 283
Graham, David, MD, 52, 271
Grassley, Charles E., 13

E

H

Echinacea, 279
Elan Pharmaceuticals, 53
Eli Lilly Pharmaceutical Company, 177,
178, 179, 224, 230, 268
Employee Retirement Income Security
Act (ERISA), 304, 308
Encainide (Enkaid), 266
Endocarditis, 171
Enoxaparin (Lovenox), 171
Ephedra, 279
Erlotinib (Tarceva), 234
Escitalopram (Lexapro), 188
Etoposide (Etopophos), 223, 224
Euthanasia, 240, 241, 243
Evidence-based medicine, ix, xvi , 1, 2,
7, 8, 9, 31, 46, 47, 168, 205, 207,
208, 209, 210, 232, 266, 324, 325,
329, 331, 334, 339, 341, 451, 453,
460

Hamilton Depression Measurement
Scale (HAM-D), 176, 177, 181, 377
Health Plan Employer Data and
Information Set, 18
Heparin, 159, 160, 161, 168, 169, 171,
172, 386, 387, 400, 401, 402, 407,
408, 409, 431
Hepatitis C, 15, 253, 255, 273, 338
Hill, James O., PhD, 49
Historical controls, 4, 380
HIV / AIDS, v, vi, viii, xi, 15, 139, 240,
243, 256, 257, 261, 273, 283, 295,
296, 297, 300, 311, 319, 320, 321,
322, 339, 347, 377, 422, 423, 426,
438, 442
Home care, 252, 316, 317, 339, 340,
346, 347, 352
Hormone replacement therapy (HRT),
xi, 5, 120, 265, 284, 377
Hospice, 219, 238, 240, 243, 246, 247,
250, 252, 254, 255, 256, 257, 258,
296, 316, 318, 340, 346, 380, 422,
426, 428, 430, 431, 432, 433, 435,
438, 464
Hospital emergency rooms, 287, 297,
352, 358
Hyaluronic acid, 211
Hysterectomy, 37, 237, 269, 274, 338

F
Faith, xvii, 3, 153, 204, 219, 238, 290,
291, 308, 321, 381
Finasteride (Proscar), 200, 201, 373
Flecainide (Tambocor), 266
Fluoxetine (Prozac and Sarafem), 177,
188
Fraud, 54, 184, 298, 299
Furberg, Curt D., MD, 103

G

616

I
Immunization, 21
Ina May Gaskin, 24, 30, 31, 37, 42, 464
Insulin, 106, 107, 109, 110, 111, 112,
113, 115, 117, 118, 120, 122, 123,
126, 128, 129, 130, 242, 263, 375,
386, 397, 398
Intentional communities, 351, 354, 355,
357
Interferon alfa-2b (Intron A), 15, 273
Irinotecan (Camptosar), 227, 228

J
Janssen, Inc., 268
Japan, 290

K
Kabot-Zen, Jon, PhD, 191
Katz, Steven I., MD, 11
Kaufman, Ronald, MD, 244
Kidney disease, 20, 86, 96, 98, 99, 102,
108
Knoll Pharmaceuticals, 52

L
LA County + USC Medical Center, iv,
15, 40, 105, 167, 203, 240, 244, 256,
295, 297, 301, 315, 351, 419, 420,
421, 422, 423, 464
Lanou, Amy, PhD, 118
Lincoff, A. Michael, MD, 150
Lomustine (CCNU), 231
Long-term care, v, xx, 316, 317, 318,
323, 340, 343, 344, 346, 358, 370,
371
Low back pain, 19, 212, 213, 214, 215,
216, 432, 437
Low birth weights, 40
Lundberg, George, MD, 164
Lung size reduction surgery for
emphysema patients, 275

M
Mammograms, xi, 18, 203, 204, 205,
206, 207, 208, 338
Manyemba, Juliet, MD, 163
Maternal mortality, 27, 28, 33, 38, 42

McClellan, Mark B. MD, 13
McDougall, John, MD, 67, 83, 89, 109
McKinnell, Henry A., 234
Medical errors, 259, 287, 299, 300, 311,
326, 329, 333, 339, 340, 346, 347,
358, 359, 360, 361, 371
Medical information systems, vii, 300,
312, 313, 341
Medical research methods, 3
Medically uninsured, xii, 287, 295, 297,
298, 300, 301, 421, 422, 427
Memantine (Namenda), 267
Memory Pills for Dementia Patients
donepezil (Aricept), 267, 268
galantamine (Reminyl), 267, 268
memantine (Namenda), 267
rivastigmine (Exelon), 267, 268
tacrine (Cognex), 267
Mental health, vii, 19, 27, 174, 175, 189,
192, 282, 314, 340, 354, 358, 360
Merck, 70, 71, 72, 103, 234, 270, 271,
330, 331, 361
Metabolic syndrome, 50, 129, 130, 397,
398
Metformin (Glucophage), 110
Mirtazapine (Remeron), 188
Misoprostol (Cytotec), 32, 37, 38
Modafinil (Provigil), 262, 263
Moertel, Charles, MD, 226, 230, 233
Mosholder, Andrew, MD, 183
MS Contin (prolonged release morphine
tablets), 15

N
National Committee for Quality
Assurance, 18, 213
National Vital Statistics System, 28
Nefazodone (Serzone), 188
Nelson, Douglas, MD, 250
Neurontin (gabapentin), 260
Nigg, Claudio, PhD, 118, 130, 280
Nitrogen mustard (Mustargen), 222
Non-small cell lung cancer, 221
Novartis, 103, 268
Nursing shortage, v, 287, 293, 300, 333,
358

O
Obesity

617

National Weight Control Registry,
49, 57
NIH Low-Calorie Step I Diet, 47
surgical treatment, 54
Off-label indications, 14, 231, 232, 234,
260, 261, 263
Omega-3 Fatty Acids (Fish oil), xxii,
280, 417
Oristat (Xenical), 52, 59
Ornish, Dean, MD, 58, 67, 83, 89, 109,
146, 199, 359
Osteoporosis, 265, 274, 284, 331
Oxytocin, 23, 26, 32, 36, 38

P
Paclitaxel (Taxol), 224
Pap test for cervix cancer, 269
Paroxetine (Paxil), 14, 177, 183, 184,
185, 186, 187, 188, 262
Pay for Performance, 17, 21
Peg-Intron (Pegasys), 15, 273
Pezzullo, John, PhD, 118, 163
Pharyngitis, 19
Pioglitazone (Actos), 110
Placebo effect, 3, 142, 152, 153
Plavix (clopidogrel), 169
Poverty, vii, 40, 63, 287, 288, 290, 291,
292, 298, 342, 347, 356, 357, 358
Pregnancy Mortality Surveillance
System, 28
Premature Births, 39
Preventive medicine / wellness care /
health promotion, vii, xv, xx, xxi,
265, 267, 311, 314, 319, 339, 343,
344, 346, 347, 349, 350, 351, 354,
355, 357, 358, 359, 369, 370, 371,
447, 448, 452, 454, 459, 463
Pritikin, Robert, 67
Procarbazine (Matulane), 231
Prolonged release morphine tablets
MS Contin, 15
Roxanol-SR, 15
Prolotherapy, 213, 216
Prostate cancer surgery, 194, 197
Prostate specific antigen (PSA), 193,
194, 195, 196, 199, 200, 201, 381,
389, 447

Rand corporation, v, vi, viii, 385
Rank, Mark R., PhD, 288
Reboxetine (Edronax, Vestra), 180
Ribavirin (Rebetol and Copegus), 253,
273
Rivastigmine (Exelon), 267, 268
Roche Pharmaceuticals, 15, 273
Rofecoxib (Vioxx), 13, 270, 271, 330,
361, 449, 455
Rosiglitazone (Avandia), 110
Roxanol-SR (prolonged release
morphine tablets), 15

S
Sankyo, 103
Sanofi-Syntholabo Pharmaceuticals
Company, 160
Schering-Plough Corporation, 14, 15,
268, 302
Sealey, Jean E., PhD, 103
Seligman, Paul, MD, 271
Sertraline (Zoloft), 180, 188, 189
Shintani, Terry, MD, 67, 83, 89
Sibutramine (Meridia), 51, 59
Silicosis, 332
Smith, Richard, MD, 15
Smoking cessation, 19, 146
Spitzer, Elliot, 14, 184
St. John’s Wort (Hypericum
perforatum), 189, 282
Stewart, Martha, 229
Stoll, Kathleen, 305
Streptokinase, 149, 150, 387
Streptozocin (Zanosar), 230
Substance abusers, 19, 269
Suicide, 53, 175, 176, 178, 179, 180,
181, 182, 183, 186, 187, 188, 271,
273, 415
Supplements
B-Vitamins, 281
chondroitin, 283
echinacea, 279
ephedra, 279
glucosamine, 283
vitamin C, 283
vitamin E, 283
Susan Mitchell, MD, 250
Swanson, John, PhD, 191

R
Radiation induced breast cancer, 206

618

T
Tacrine (Cognex), 267
Talarico, Lilia, MD, 160, 161, 162
TAP Pharmaceutical Products, 14
Tavrow, Paula, PhD, 321
Temple, Robert , MD, FDA Director,
160, 188, 221
Thalidomide (Thalomid), 263
The Farm in Tennessee, 29, 30, 31, 32,
33, 34, 41, 42, 464
Thiazide diuretics, 91, 95
Thompson, Tommy, xv, 13, 420
Topol, Eric, MD, 150
Topriamate (Topamax), 53
Trontell, Anne, MD, 271
Type 1 diabetes, 106, 111
Type 2 diabetes, 20, 44, 55, 57, 64, 105,
107, 110, 112, 113, 115, 117, 120,
121, 122, 123, 129, 331, 337, 437

U
UnumProvident, 308
Upper respiratory infection, 19
US National Center for Health Statistics,
28

V

Valerian (Valeriana officinalis), 189,
282
Vegan diet, 48, 66, 83, 105, 109, 118,
119, 124, 125, 133, 138, 199
Venlafaxine (Effexor), 188
Vinorelbine (Navelbine), 222, 223
Vioxx (rofecoxib), 13, 270, 271, 330,
361, 449, 455
Vitamin E, 284
Vitamin C, 284

W
Waksal, Samuel D., MD, 229
War on drugs, 269, 270, 315, 338
Warfarin (Coumadin), 159, 162, 164,
165, 166, 167, 168, 170, 171, 378,
387, 388, 399, 400, 401, 402, 403,
404, 405, 406, 407, 408, 409, 410,
411
Waxman, Henry, 14
Willman, David, 11
Wing, Rena R., PhD, 49
Wolfe, Sidney, MD, 10
World Health Organization, 28, 81, 321,
384

Z
Zerhouni, Elias, MD, 12, 163

Vaginal birth after cesarean, 24

619

Comments from readers about Money Driven Medicine—
Tests and Treatments That Don’t Work:
Money Driven Medicine is an astute analysis of the basic problems
with the health services system in the US. Dr. Cundiff has clearly
identified and described what makes our system so costly and so
relatively ineffective. It is ‘must’ reading for all who are concerned
about the lack of national leadership based on evidence of what
works and what doesn’t, and looking for solutions that address the
underlying problems.
—Barbara Starfield, MD, Professor of Public Health at Johns
Hopkins School of Medicine
Our costly health care system is very sick. Too many Americans
lack care; too much money is wasted on meaningless tests and futile
treatments. Too little is spent on education and prevention. More
money and further minor adjustments by themselves will not solve
the problem. Only major, dramatic, integrated, rational change will
help. MDM offers an expert insider’s thoroughly documented
analysis of what is wrong and offers a sound, reasonable
prescription for change.
—William Lamers, MD, a psychiatrist and leader in the hospice
movement in America
Money Driven Medicine is a real eye opener. It approaches our
health care crisis from a logical perspective that refutes the flawed
philosophical arguments against a universal health care system.
—Dominick Buscemi, leader of the meetup group on health care
reform in Pittsburgh, PA
Dr. Cundiff’s very frank and well documented data clearly cuts to
the heart of medicine as it is practiced in this country. This book will
open up the collective consciousness of this nation about drugs and
medical treatment, much in the same way that Rachael Carson’s
book “Silent Spring” in 1962, gave focus to the environmental
movement.
—Bill McDonald, author of A Spiritual Warrior’s Journey—The
Inspiring Life Story of a Mystical Warrior
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