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                                                             ) Case No. B234734 

                                                             ) SUPERIOR COURT Case  

                                                             ) No. BS126568, OAH CASE 

Petitioner,                                           ) NO.: 2009090479                             

                                     v.                     )  

                                                             ) APPELLANT’S MOTION 

MEDICAL BOARD OF                   ) FOR CONTINUATION OF 

CALIFORNIA, DEPARTMENT    ) JUDGMENT  

OF CONSUMER AFFAIRS,           )   

                                                            ) 

STATE OF CALIFORNIA              ) DATE and TIME: April 18,    

                                                             ) 2012  

                                                             ) DIVISION: 1 

                                                             ) Action Filed: July 21, 2011   

                                                             ) 

                                                             ) Presiding Justice Robert 

                                                             ) M. Mallano 

Respondent         ) Associate Justice Frances 

                                                             ) Rothschild 

                                                             ) Associate Justice 

                                                             ) Victoria Gerrard Chaney 

                                                             ) Associate Justice Jeffrey  

                                                             ) W. Johnson 

______________________________________________________ 
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APPELLANT’S MOTION FOR CONTINUATION OF 

JUDGMENT PENDING A DECISION BY THE CENTER FOR 

DRUG EDUCATION AND RESEARCH (CDER) OF THE 

FOOD AND DRUG ADMINISTRATION (FDA) ON 

APPELLANT’S CHALLENGES TO VENOUS 

THROMBOEMBOLISM TREATMENT GUIDELINES 

 

Whereas, a withdrawal or alteration of the indications for 

anticoagulant drugs for the treatment of venous thromboembolism 

(VTE) by the FDA would influence the outcome in appellant’s appeal 

according to LA Superior Court Judge Chalfant, and 

Whereas, new guidelines for treatment of venous 

thromboembolism by the American College of Chest Physicians 

(ACCP) were published in the peer-reviewed medical journal Chest 

on February 7, 2012 after the case at hand was fully briefed, and  

Whereas, the U.S. Department of Health and Human Services 

partially funded the drafting of these new guidelines and consequently 

bears responsibility for the evidence basis of the recommendations, 

and 
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Whereas, the ACCP guidelines are definitive in the realm of 

venous thromboembolism treatment for the practice of medicine 

throughout the country and are reflected in the official FDA 

indications for anticoagulant drug treatment for VTE, and  

Whereas, the appellant submitted a formal challenge to the 

evidence basis of the new ACCP guideline for use of anticoagulant 

drugs in the treatment of venous thromboembolism to Janet 

Woodcock, MD, the Director of the Center for Drug Education and 

Research (CDER) in the FDA, and  

Whereas, the Executive Secretary of CDER, issued a preliminary 

response to the appellant’s challenge of anticoagulants for venous 

thromboembolism (Exhibit 1) but CDER has not yet definitely 

critiqued appellant’s evidence for withdrawing FDA approval for 

anticoagulant for VTE, and   

Whereas, medical investigative reporter Jeanne Lenzer is 

preparing an article for publication in the BMJ (formerly the British 

Medical Journal) detailing the controversy over the FDA’s approval 

of anticoagulant drugs for VTE treatment and prophylaxis (Exhibit 2), 

and  
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Whereas, changes in the medical indications for anticoagulant 

drugs approved by the FDA for the treatment of venous 

thromboembolism would require the convening of a committee of 

experts to recommend the changes, and  

Whereas, the FDA’s process for withdrawing its approval for 

anticoagulants for venous thromboembolism or changing or 

qualifying the indications will take several months to complete,  

It is moved that the court date be continued to allow time for the 

FDA to consider and act on appellant’s challenges to the evidence 

basis for anticoagulant drug treatment of venous thromboembolism.  

It is further moved that appellant’s email correspondence with Dr. 

Janet Woodcock and CDER leadership be admitted into evidence in 

these proceedings. A true and correct copy of appellant’s email 

correspondence with FDA leaders is attached hereto and incorporated 

by this reference as Exhibit 1. Additionally, it is moved that the email 

correspondence of medical investigative reporter Jeanne Lenzer with 

FDA press officers be admitted into evidence in these proceedings as 

Exhibit 2. Petitioner requests that the record in this matter be 

augmented by the addition of these documents pursuant to California 

Code of Civil Procedure Section 1094(e), since obviously they could 
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not have been submitted with the Opening brief or Reply Brief in the 

matter. 

  

DATED:  April 12, 2012  Respectfully submitted, 

     

       

________________________ 

      DAVID K. CUNDIFF, MD,  

Petitioner 
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Exhibit 1 
Email correspondence of the appellant with the 

executive leadership of the Center for Drug Education 

and Research (CDER) of the FDA March 15, 2012 to 

April 12, 2012 

 
Date:  Thu, 12 Apr 2012 07:02:29 -0700 [07:02:29 AM PDT] 

From:  dkcundiff@thehealtheconomy.com 

To:  "CDER EXSEC" <CDEREXSEC@cder.fda.gov>, 

janet.woodcock@fda.hhs.gov 

Cc:  "Jeanne Lenzer" <jeanne.lenzer@gmail.com>, "Klint 

McKay" <klint.mckay@doj.ca.gov>, 

Carlos.Ramirez@doj.ca.gov 

Subject:  RE: Update on VTE treatment and prevention: new ACCP 

guidelines challenged 

 

Dear Dr. Woodcock and CDER Executive Secretary, 

 

Thank you for sharing my email with CDER staff and responding to 

my email regarding the new ACCP VTE treatment and prevention 

guidelines. 

 

The FDA website says, ‘FDA is responsible for 

 

•        protecting the public health by assuring the safety, 

effectiveness, and security of human and veterinary drugs, …’ 

 

Accordingly, please consider that the responsibilities of CDER and 

the FDA go beyond ‘appreciating the fact that there may be varying 

views on the use of anticoagulant drugs for VTE treatment and 

prophylaxis.’ The view that I described based on evidence that I  

documented and referenced indicates that the use of anticoagulant 

drugs as VTE prophylaxis definitely increases the risk of patient 

death and that thousands of Americans die unnecessarily each year 

due to bleeding and rebound clotting complications of anticoagulants 

for VTE prophylaxis. It also shows that using these drugs as 

treatment of VTE most likely increases the risk of death and clearly 
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doesn’t reduce the chance of death. My request to you was to critique 

and respond to the evidence that anticoagulant drugs for treatment 

and prophylaxis of VTE results in net harm to patients (letters  

regarding new ACCP VTE anticoagulant drug guidelines below). 

Please give your evidence basis for approval of anticoagulants for 

VTE or withdraw FDA approval for anticoagulants for VTE 

treatment and prophylaxis. 

 

While your statement that the FDA does not regulate the practice of 

medicine may be correct in a narrow sense, the role of the FDA in 

approving or not approving drugs for specific indications makes FDA 

drug approval decisions controlling factors in patient care decisions 

and medical regulatory disputes concerning VTE. The issue here isn't 

with the judgment of individual physicians concerning the VTE risk 

factors and bleeding risks of individual patients. As indicated in the 

subject line of this correspondence, this is an evidence based 

challenge to the FDA approval for anticoagulant drugs in VTE 

treatment and prophylaxis. 

 

For the sake of protecting the thousands of patients that suffer major 

and fatal bleeding and rebound clotting complications of 

anticoagulants prescribed for VTE treatment and prophylaxis each 

year, please transparently address the challenges to FDA approval for 

anticoagulants for VTE in the letters below. 

 

Thank you. 

 

Sincerely, 

 

David K. Cundiff, MD 

 
Date:  Wed, 11 Apr 2012 13:18:58 -0400 [10:18:58 AM PDT] 

From:  "CDER EXSEC" <CDEREXSEC@cder.fda.gov>  

To:  "'dkcundiff@thehealtheconomy.com'" 

<dkcundiff@thehealtheconomy.com>  

Subject:  RE: Update on VTE treatment and prevention: new ACCP guidelines 

challenged 

Dr. Cundiff: 
  
Thank you for your email dated March 15, 2012 to Dr. Janet Woodcock, regarding the 
VTE prevention guidelines for hospitalized patients published by the ACP and ACCP. 
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Your email was shared with the Center for Drug Evaluation and Research’s (CDER), 
Office of Executive Programs for a response in collaboration with other staff within 
CDER. 

We appreciate the fact that there may be varying views on the prophylactic use of 
anticoagulants as you have described. The drug labels themselves do not prescribe or 
proscribe the specific uses you are questioning, but the labels provide a general 
indication section and indicate that physicians should consider each patient's specific 
circumstances and use individual judgment for that patient and the drug.  

FDA does not regulate the practice of medicine and does not write the professional 
society or the Joint Commission guidelines. 

Again, thank you for contacting Dr. Woodcock concerning this matter.  We hope this 
information has been helpful to you. 

 

Date:  Thu, 15 Mar 2012 17:59:16 -0700 [03/15/2012 05:59:16 PM PDT] 

From:  dkcundiff@thehealtheconomy.com  

To:  janet.woodcock@fda.hhs.gov  

Subject:  Update on VTE treatment and prevention: new ACCP 

guidelines challenged 

 

Dear Dr. Woodcock, 

 

To update our correspondence of 18 months ago, VTE prevention 

guidelines for hospitalized patients have recently been published by 

the ACP and ACCP. VTE treatment guidelines have been published 

by the ACCP. For the first time, the ACCP anti-thrombosis guidelines 

have been partially funded by the NIH. 

 

I wrote letters to CHEST Editor Dr. Richard Irwin about four of VTE 

guidelines and all of the letters were rejected for lack of space 

(rejection letter sample at the end). Since the HHS is now partially 

funding these guidelines, please have anticoagulation experts in the 

FDA respond to my letters (below) criticizing the new guidelines. 

 

Thank you. 

 

Best wishes, 

 

David K. Cundiff, MD 

 

#1 

'No' to anticoagulant VTE prophylaxis for general and abdominal-

pelvic surgery by David K. Cundiff, MD (corresponding author) 
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David Cundiff has no conflicts of interest regarding anticoagulant 

prophylaxis in non orthopedic surgical patients. 

 

Dear Editor, 

 

The review of VTE prophylaxis for general and abdominal-pelvic 

surgery patients by Gould and colleagues strongly recommended 

(Grade 1B) LMWH or LDUH for patients at high risk for VTE who 

are not at high risk for major bleeding complications.1 The 

introduction to the article begins, 'VTE is a common cause of 

preventable death in hospitalized patients. Approximately one-third of 

the 150,000 to 200,000 VTE-related deaths per year in the United 

States occur following surgery.'2 The reference 

cited was the British Medical Research Council RCT comparing 

LDUH versus placebo for post op patients published in 1975. 

However, the incidence of fatal PE (FPE)-the foremost reason for 

prophylaxis-in 

post surgical patients has declined markedly. FPE rates both without 

and with prophylactic anticoagulants in RCTs from the 1960s and 

1970s were an order of magnitude higher than the FPE rate found in 

RCTs and observational studies completed after 1980 (1960s and 

1970s: FPE without anticoagulant drug prophylaxis = 63/6,348 

(0.99%) versus FPE with LDUH = 24/7,671 (0.31%) and after 1980:  

FPE without anticoagulant drug prophylaxis = 2/5,825 (0.034%) 

versus FPE with LDUH, LMWH, or other anticoagulants = 26/37,957 

(0.068%).3 Lindblad and colleagues reported on FPE found at autopsy 

in 30 post operative patients out of over 31,000 operations performed 

in Malmo, Sweden the 1980s.4 Of those 30 FPE patients, 27 had 

received prophylactic anticoagulants. This high rate of pre-op 

anticoagulant drug prophylaxis in the Lindblad series and the higher 

FPE rate in anticoagulated versus not anticoagulated surgical patients 

in RCTs and observational studies after 1980 suggests that rebound 

hypercoagulation after stopping the drugs may actually be causing an 

increased FPE incidence. 

 

Given the marked decline in FPE in postoperative patients in this 

modern era of early mobilization after surgery, the Grade 1B 

recommendation to use LDUH for surgical patients at high VTE risk 

based on RCTs done in the 1960s and 1970s is not appropriate. 
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Likewise, since the FDA approval of LMWHs and direct thrombin 

inhibitors for VTE prophylaxis of high VTE risk general and 

abdominal-pelvic surgery patients is based on non-inferiority RCTs 

with LDUH rather than LMWH or direct thrombin inhibitor versus 

placebo 

RCTs, LMWHs and direct thrombin inhibitors also should not be 

considered effective or safe for VTE prophylaxis. 

 

References 

1       Gould MK, Garcia DA, Wren SM, et al. Prevention of VTE in 

Nonorthopedic Surgical Patients. 10.1378/chest.11-2297. Chest 2012; 

141:e227S-e277S 2       Kakkar VV, Corrigan TP, Fossard DP, et al. 

Prevention of fatal postoperative pulmonary embolism by low doses 

of heparin. An international multicentre trial. Lancet 1975; 2:45-51 3  

     Cundiff D, Agutter P, Malone P, et al. Diet as prophylaxis and 

treatment for venous thromboembolism? Theoretical Biology and 

Medical Modelling 2010: http://www.tbiomed.com/content/7/1/31 4    

   Lindblad B, Eriksson A, Bergqvist D. Autopsy-verified pulmonary 

embolism in a surgical department: analysis of the period from 1951 

to 1988. Br J Surg 1991; 78:849-852 

 

#2 

Reconsidering anticoagulant prophylaxis for VTE in nonsurgical 

patients by David K. Cundiff, MD (corresponding author) 

 

David Cundiff has no conflicts of interest regarding anticoagulant 

prophylaxis in nonsurgical patients. 

 

Dear Editor, 

 

The article, 'Prevention of VTE in Nonsurgical Patients' by Kahn and 

colleagues recommended that acutely ill hospitalized medical patients 

at increased risk of thrombosis receive anticoagulant 

thromboprophylaxis.1 The authors based their recommendations on a 

meta-analysis of articles from three reviews of observational risk 

assessment studies rather than randomized placebo controlled clinical 

trials (RCTs). Consequently, the statistically significant reduction in 

fatal pulmonary emboli (PE) and a borderline significant reduction in 

symptomatic deep venous thrombosis (DVT) in these observational 

studies do not qualify as Grade 1B evidence of efficacy for 
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anticoagulant drug prophylaxis for medical inpatients. 

 

Two articles published subsequent to the time frame of the Kahn 

review call into question the conclusions of the paper regarding acute 

medically ill patients. A meta-analysis of RCTs of 

thromboprophylaxis versus placebo for hospitalized medical patients 

by Lederle and colleagues concluded that there is no significant 

reduction in fatal PE (0.93 (0.63 to 1.38), 6 studies), overall mortality 

(0.94 (0.84 to 1.04), 10 studies), or reduction of symptomatic DVT 

(0.78 (0.45 to 1.35), 5 studies) while major bleeding risk is increased 

(1.61 (1.23 o 2.10), 8 studies).2 

 

Subsequently, a large international multi-centered randomized trial 

involving over 8000 acutely ill patients at high VTE risk receiving 

enoxaparin plus elastic stockings with graduated compression versus 

placebo plus elastic stockings with graduated compression showed no 

reduction in mortality (1.0; (0.8 to 1.2) and a non significant 40% 

increase in major bleeding (1.4; (0.7 to 3.1); P=0.35).3 

 

I led a review of RCTs and observational studies of anticoagulant 

prophylaxis for VTE4 that was not mentioned in this ACCP VTE 

prophylaxis review. Our review found an increased rate of fatal PE in 

medical patients receiving anticoagulant drug prophylaxis that may be 

attributed to rebound hypercoagulation. Given the evidence that 

anticoagulant prophylaxis does not reduce and may increase mortality 

in patients at high risk for VTE while it does increase the risk for 

major bleeding and carries a risk of rebound hypercoagulation, this 

practice should be discontinued. 

 

Sincerely, 

 

David K. Cundiff, MD 

 

1       Kahn SR, Lim W, Dunn AS, et al. Prevention of VTE in 

Nonsurgical Patients.10.1378/chest.11-2296. Chest 2012; 141:e195S-

e226S  

2       Lederle FA, Zylla D, MacDonald R, et al. Venous 

Thromboembolism 

Prophylaxis in Hospitalized Medical Patients and Those With Stroke: 

A Background Review for an American College of Physicians 
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Clinical  Practice Guideline. 10.1059/0003-4819-155-9-201111010-

00008. Annals of Internal Medicine 2011; 155:602-615  

3       Kakkar AK, Cimminiello C, Goldhaber SZ, et al. Low-

Molecular-Weight Heparin and Mortality in Acutely Ill Medical 

Patients. doi:10.1056/NEJMoa1111288. New England Journal of 

Medicine 2011; 

365:2463-2472 

4       Cundiff D, Agutter P, Malone P, et al. Diet as prophylaxis and 

treatment for venous thromboembolism? Theoretical Biology and 

Medical Modelling 2010: http://www.tbiomed.com/content/7/1/31 

 

#3 

 

Intermittent leg compression better than anticoagulants for VTE 

prophylaxis of orthopedic patients 

 

by David K. Cundiff, MD (corresponding author) 

 

David Cundiff has no conflicts of interest regarding anticoagulant 

prophylaxis in nonsurgical patients. 

 

Dear Editor, 

 

The recent ACCP guidelines by Falck-Ytter and colleagues 

recommended anticoagulant drug prophylaxis, aspirin, or intermittent 

pneumatic compression devices for major orthopedic operations 

(THA, TKA, and hip fracture) over no prophylaxis.1 Citing RCTs 

from the 1970s and early 1980s to justify LDUH as VTE prophylaxis 

is problematic. While RCTs of orthopedic surgical patients before the 

1980s showed LDUH prophylaxis significantly reduced the incidence 

of fatal PE (FPE with no anticoagulants: 15/801 (1.87%) versus FPE 

with LDUH: 5/826 (0.61%)),2 RCTs and observational studies of 

orthopedic patients after early mobilization became the norm in the 

1980s show that FPE has been reduced markedly in the anticoagulated 

and un-anticoagulated but more in un-anticoagulated patients (FPE 

without anticoagulants = 0/577 (0%) versus 15/29,291 (0.051%).3 

 

Regarding whether LMWHs reduce DVT incidence in the recent era 

of early mobilization, the authors? use a ?contemporary population? 

For comparison in claiming symptomatic DVT reduction ('as inferred 
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from asymptomatic DVT'). This does not constitute strong evidence 

(Grade 1B) supporting LMWH prophylaxis. No benefit was 

demonstrated in reducing PE, FPE, or overall mortality. Given the 

scanty RCT data about the effect of LMWHs on overall mortality in 

this review and the wide confidence interval (n = 971, RR 0.9 (0.3-

2.67)), a look at larger observational studies is warranted. Reviewing 

THA and TKA observational studies published from 1998 to 2007 

that included 6-week or 3-month incidence of all-cause mortality 

(28,038 patients), Sharrock and colleagues found a higher incidence 

of overall mortality in patients receiving LMWH, ximelagatran, 

fondaparinux or rivaroxaban than those receiving aspirin and 

pneumatic compression ((0.41% versus 0.19%). Patients receiving 

warfarin prophylaxis had similar overall rates of mortality as those of 

the other anticoagulants (0.4%).4 

 

Anticoagulant drug prophylaxis should not be used in major 

orthopedic surgical patients for the following reasons: 

 

1       the incidence of FPE in major orthopedic surgical patients has 

dropped precipitously in the modern era, 

2       anticoagulant prophylaxis does not prevent FPE, the most 

important justification for prophylactic anticoagulants, 

3       anticoagulation prophylaxis carries a significant risk for major 

bleeding, 

4       observational studies suggest that anticoagulant prophylaxis 

increases the risk of death, 

5       ximelagatran, fondaparinux, and rivaroxaban are not evidence 

based to be more effective than LMWHs, and 

6       intermittent pneumatic compression device (IPCD) is no less 

effective as VTE prophylaxis than anticoagulant drugs but without the 

bleeding and rebound hypercoagulation risks. 

 

References 

1       Falck-Ytter Y, Francis CW, Johanson NA, et al. Prevention of 

VTE in Orthopedic Surgery Patients. 10.1378/chest.11-2404. Chest 

2012; 141:e278S-e325S 

2       Collins R, Scrimgeour A, Yusuf S, et al. Reduction in fatal 

pulmonary embolism and venous thrombosis by perioperative 

administration of subcutaneous heparin. Overview of results of 

randomized trials in general, orthopedic, and urologic surgery. New 
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Eng J Med 1988; 318:1162-1173 

3       Cundiff D, Agutter P, Malone P, et al. Diet as prophylaxis and 

treatment for venous thromboembolism? Theoretical Biology and 

Medical Modelling 2010: http://www.tbiomed.com/content/7/1/31 

4       Nigel E. Sharrock, Alejandro Gonzalez Della Valle, George Go 

BS, Stephen Lyman, Eduardo A. Salvati. Potent Anticoagulants are 

Associated with a Higher All-Cause Mortality Rate After Hip and 

Knee 

Arthroplasty. Clin Orthop Relat Res 2008; 466:714?721. 

http://www.ncbi.nlm.nih.gov/pmc/articles/PMC2505231/pdf/2511999

_2502007_Article_2505292.pdf 

 

#4 

Evidence lacking for antithrombotic therapy for venous 

thromboembolism Letter to the editor Regarding: Kearon C, Akl EA, 

Comerota AJ, et al. Antithrombotic Therapy for VTE Disease. 

10.1378/chest.11-2301. Chest. February 1, 2012 2012;141(2 

suppl):e419S-e494S. 

 

By David K. Cundiff, MD 

 

Conflict of interest statement: I withdrew warfarin from a patient with 

lower-limb deep venous thrombosis, disseminated tuberculosis, 

alcoholism, liver failure, and anemia because the risk for bleeding in 

this patient seemed greater than the benefit of anticoagulant treatment. 

The patient later died of pulmonary embolism. I lost my medical 

license because of this case, having had no other medical 

board discipline during 25 years of clinical practice.  

 

To the Editor, 

 

The 9th ACCP guideline for 'Antithrombotic Therapy for VTE 

Disease' states, 'The first and only randomized trial that compared 

anticoagulant therapy with no anticoagulant therapy in patients with 

symptomatic DVT or PE was published in 1960 by Barritt and 

Jordan.'1 The Barritt and Jordan 'randomized' trial2 is too flawed to 

justify the use of anticoagulant drugs for the following reasons: 

 

1         The clinical PE diagnoses of the patients in the 1950s when this 

trial was conducted were not confirmed by pulmonary angiograms or 
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lung scans as is now required because of the high false positive rate of 

clinical diagnoses; 

2        Autopsy descriptions of the patients in the Barritt and Jordan 

trial show that in 4 of the 5 deaths, severe underlying diseases caused 

the deaths (e.g., cerebral infarction and cavitary pneumonia with 

sepsis), with PE only appearing as a contributing factor; 

3       Doctors other than the investigators referred the patients into the 

trial, so the selection was not random; 

4       The trial was not double-blind; and 

5       The investigators provided no information about the 

comparability of the anticoagulated and un-anticoagulated patients. 

 

After the Barritt and Jordan trial, the following three RCTs of VTE 

patients comparing anticoagulant drug treatment with no 

anticoagulation have been published: 

 

1         An abstract-only report by Kakkar and colleagues of DVT 

treatment compared heparin, Malayan pit viper venom (Arvin), 

streptokinase, and placebo, reporting deaths in 2 of 7 patients in the 

heparin group and 0 of 6 in the placebo group. 

2         Ott and colleagues published a placebo-controlled trial in 

which 2 of 11 patients receiving heparin and warfarin died , and 1 of 

the 12 placebo-treated patients died.3 

3         Nielsen and colleagues randomized 90 ambulatory patients 

with DVT into standard heparin and phenprocoumon versus 

phenylbutazone (i.e., no anticoagulants). Two of 48 patients in the 

anticoagulated group died (one of PE), whereas 0 of 42 in the un- 

anticoagulated group died.4 

 

I co-authored a Cochrane review of anticoagulant drug treatment of 

VTE published in 2006 that excluded the Barritt and Jordan RCT 

because of the flaws. The review based findings only on the Ott and 

Nielsen RCTs.5 The RCT evidence did not support the efficacy or 

safety of anticoagulant drugs for VTE. The practice of using 

anticoagulants must therefore be considered ‘opinion-based’ rather 

than evidence-based (i.e., Grade ‘2C’ instead of ‘1B’). The use of 

anticoagulant drugs for VTE should be reconsidered. 

 

References 

  1.    Kearon C, Akl EA, Comerota AJ, et al. Antithrombotic Therapy 
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for VTE Disease. 10.1378/chest.11-2301. Chest. February 1, 2012 

2012;141(2 suppl):e419S-e494S. Available at: 

http://chestjournal.chestpubs.org/content/141/2_suppl/e419S.abstract. 

2.      Barritt DW, Jordan SC. Anticoagulant drugs in the treatment of 

pulmonary embolism -- A controlled trial. Lancet. 1960; 1:1309-1312. 

3.      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, placebo-controlled investigation with open 

therapeutic guidance. Ugeskr Laeger. 1988;150:218-221. 

4.      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. 

5.      Cundiff D, Manyemba J, Pezzullo J. 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: 

003710.001002/14651858.CD14003746.pub14651852. Available at: 

http://www.mrw.interscience.wiley.com/cochrane/clsysrev/articles/C

D003746/frame.html. 

 

Each of the four rejection letters was in the same boilerplate as the 

following: 

 

EditorialOffice@chestnet.org | Add to Contacts 

Wednesday, Mar 14 03:27 PM | Show Details |  View source 

CHEST - Decision on Manuscript ID CHEST-12-0648 

DL-18 

14-Mar-2012 

CC: Cundiff, David 

 

Dear Dr. David Cundiff: 

 

We are writing in regards to your manuscript # CHEST-12-0648 

entitled "No anticoagulant VTE prophylaxis for general and 

abdominal-pelvic surgery" which you submitted to CHEST. 

 

We receive far more Letters than we can publish, and difficult 

decisions must be made. Your report unfortunately did not receive a 
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high enough priority score to be considered further for publication. 

 

Sincerely, 

 

Richard S. Irwin, MD, Master FCCP 

Editor in Chief, CHEST 
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Exhibit 2 
Email correspondence of medical investigative 

reporter Jeanne Lenzer with press officers of the 

Center for Drug Education and Research (CDER) of 

the FDA about FDA approval for anticoagulant drugs 

for VTE April 2, 2012 to April 9, 2012 
 

From: Jeanne Lenzer [mailto:jeanne.lenzer@gmail.com]  

Sent: Monday, April 09, 2012 4:47 PM 
To: Jefferson, Erica (Erica.Jefferson@fda.hhs.gov) 
Subject: BMJ prepublication quotation check 

 Hi Erica, 

I would like to reframe the query below for the sake of clarity: 

What studies does FDA believe will reassure the public (and 

their doctors) that anticoagulation is safe and effective for: 

1.)    Prophylactic management of hospitalized patients  

2.)    Treatment of DVT 

Thanks, 

Jeanne 

 Jeanne Lenzer 

Independent journalist 

19 Ridge St., 

Kingston, NY 12401 

USA 

Jeanne.lenzer@gmail.com 

845.383.1527 office 

845.399.0405 cell 
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From: Jeanne Lenzer [mailto:jeanne.lenzer@gmail.com]  
Sent: Monday, April 09, 2012 3:45 PM 

To: 'Jefferson, Erica' 
Subject: RE: prepublication quotation check 

  

Fair enough. Though I will rephrase, I suspect readers will draw 

their own conclusions. So, I’ll give FDA another way to show 

me that perhaps I’m on the wrong track (I do drop stories that 

aren’t on point) – could you tell me what studies FDA believes 

demonstrate the safety and efficacy of routine anticoagulation 

of hospitalized pts and DVT? 

  

Thank you. 

jeanne 

  

From: Jefferson, Erica [mailto:Erica.Jefferson@fda.hhs.gov]  

Sent: Monday, April 09, 2012 3:37 PM 
To: 'Jeanne Lenzer' 
Subject: RE: prepublication quotation check 

  

Jeanne, 

  

I'd prefer if you ran our statement as is and didn't read into it and draw your own 
conclusions, which is what you've done below. 

  

Erica V. Jefferson  
Team Leader for Medical Products and Tobacco  
FDA Office of Public Affairs  
(O) 301-796-4988; (C) 240-753-3047   
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From: Jeanne Lenzer [mailto:jeanne.lenzer@gmail.com]  
Sent: Monday, April 09, 2012 3:36 PM 

To: Jefferson, Erica 
Subject: prepublication quotation check 

OK, thanks Erica. I had a computer crash that ate a bunch of 

emails and I’m just now catching up to where we were.  

 I’d like to advance this further; FDA acknowledges that there 

is “considerable ongoing attention to the ‘anticoagulant’ labels” 

– which confirms what I have found; this topic is indeed 

troubling a number of doctors, including such luminaries as a 

former JAMA editor, Dr George Lundberg. Given those 

concerns and given the paucity (if not downright absence) of 

RCTs to prove safety and efficacy of anticoagulants for routine 

use in hospitalized pts and in DVT, I would be interested in any 

reason(s) the FDA would like to advance about why it is not 

planning a review – especially given the large number of 

patients who suffer life-threatening bleeds as a result of 

anticoagulation. Barring such comments, I plan to write: 

FDA acknowledged in an email to the BMJ that it is 

aware of “considerable” concerns raised about the 

safety and efficacy of anticoagulants, however the agency 

has not conducted its own review, nor does it cite any 

plans to conduct a review. The agency told BMJ that it 

“carefully and continuously monitors its drug labeling, 

including considerable ongoing attention to the 

"anticoagulant" labels. The indications sections describe 

that physicians should use their judgment in making 

treatment decisions for each patient's individual 

circumstances.” 

  

Also, did Dr Woodcock as promised refer Dr Cundiff’s critique 

of the ACCP guidelines to Dr Ann Farrell? 

Thanks again, 

Jeanne 
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Jeanne Lenzer 

Independent journalist 

19 Ridge St., 

Kingston, NY 12401 

USA 

Jeanne.lenzer@gmail.com 

845.383.1527 office 

845.399.0405 cell 

From: Jefferson, Erica [mailto:Erica.Jefferson@fda.hhs.gov]  
Sent: Monday, April 09, 2012 3:15 PM 
To: 'Jeanne Lenzer'; Yao, Stephanie 
Cc: Walsh, Sandy; Woodcock, Janet 

Subject: RE: BMJ media query 

Jeanne, 

We actually responded to you with the following. This represents the agency's 
response. 

 CDER carefully and continuously monitors its drug labeling, including 

considerable ongoing attention to the "anticoagulant" labels. The indications 
sections describe that physicians should use their judgment in making treatment 
decisions for each patient's individual circumstances. The concerns expressed 
appear to be arising from Guidelines or Recommendations being proposed by 
various medical or specialty groups and not by FDA. 

 Erica  

 Erica V. Jefferson  
Team Leader for Medical Products and Tobacco  
FDA Office of Public Affairs  
(O) 301-796-4988; (C) 240-753-3047   

 
From: Jeanne Lenzer [mailto:jeanne.lenzer@gmail.com]  
Sent: Monday, April 09, 2012 3:13 PM 
To: Jefferson, Erica; Yao, Stephanie 
Cc: Walsh, Sandy; Woodcock, Janet 

Subject: RE: BMJ media query 
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Hi Erica and Stephanie – 

  

I am writing about the paucity of data to support the routine use 

of Coumadin for hospitalized patients and for DVT. I wrote to 

Sandy Walsh earlier (see bottom of post below) asking whether 

FDA either has conducted, is conducting or plans to conduct a 

review of Coumadin for these indications.  

  

FDA responded that effectively no review is underway or 

planned. Is this correct (see Sandy Walsh’s email below that 

she contacted you about my earlier query)? 

  

A number of doctors from the U.S. and Canada have contacted 

me about their concerns regarding routine anticoagulation and I 

have corresponded with both Dr George Lundberg and David 

Cundiff. I am concerned that Dr Lundberg 

http://www.medscape.com/viewarticle/488717  and others have 

raised issues about this for over 8 years now and it seems that 

(please correct me if I’m wrong) it appears that FDA is not 

looking into this despite considerable safety and efficacy 

concerns. I also understand that Dr Janet Woodcock told Dr 

Cundiff that she would have someone at FDA look into this 

issue – was this done? If so, could I have copies of any 

communications/decisions/reviews that resulted? 

  

Thank you, 

Jeanne Lenzer 

  

Jeanne Lenzer 

Independent journalist 
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19 Ridge St., 

Kingston, NY 12401 

USA 

Jeanne.lenzer@gmail.com 

845.383.1527 office 

845.399.0405 cell 

   

From: Walsh, Sandy [mailto:Sandy.Walsh@fda.hhs.gov]  

Sent: Monday, April 09, 2012 2:53 PM 
To: 'Jeanne Lenzer' 
Subject: RE: BMJ media query 

  

I referred your inquiry to my colleagues that handle hematology drugs, as DVT 
falls in that area.  I'll see if they sent you anything (Erica Jefferson or Stephanie 
Yao.)  

  

Sandy Walsh  
FDA Office of Public Affairs  
301-796-4669  
sandy.walsh@fda.hhs.gov  

Not sure which press officer to contact? See FDA Press Beats at:  
http://www.fda.gov/NewsEvents/Newsroom/MediaContacts/default.htm  

 
From: Jeanne Lenzer [mailto:jeanne.lenzer@gmail.com]  
Sent: Monday, April 09, 2012 2:46 PM 

To: Walsh, Sandy 
Subject: RE: BMJ media query 

Hi Sandy, 

  

I had a terrible computer crash and can’t locate your earlier 

response to my query below. Are you able to re-send that to 

me? My publisher will want it. 
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Thanks, 

Jeanne 

 From: Walsh, Sandy [mailto:Sandy.Walsh@fda.hhs.gov]  

Sent: Monday, April 02, 2012 12:46 PM 

To: 'Jeanne Lenzer' 
Subject: RE: BMJ media query 

 One item that may be helpful background is our Dec. 2011 Drug Safety 

Communication on Pradaxa - 
http://www.fda.gov/Drugs/DrugSafety/ucm282724.htm 

 sandy Walsh  
FDA Office of Public Affairs  
301-796-4669  
sandy.walsh@fda.hhs.gov  

Not sure which press officer to contact? See FDA Press Beats at:  
http://www.fda.gov/NewsEvents/Newsroom/MediaContacts/default.htm  

 
From: Jeanne Lenzer [mailto:jeanne.lenzer@gmail.com]  
Sent: Monday, April 02, 2012 11:22 AM 

To: Walsh, Sandy 
Subject: RE: BMJ media query 

Thanks, Sandy – two weeks from today. 

jeanne 

From: Walsh, Sandy [mailto:Sandy.Walsh@fda.hhs.gov]  
Sent: Monday, April 02, 2012 11:21 AM 
To: 'jeanne.lenzer@gmail.com' 
Subject: FW: BMJ media query 

Hi Jeanne.  That is my drug area. What is your deadline?  I'll look into this. 

Sandy Walsh  
FDA Office of Public Affairs  
301-796-4669  
sandy.walsh@fda.hhs.gov  

Not sure which press officer to contact? See FDA Press Beats at:  
http://www.fda.gov/NewsEvents/Newsroom/MediaContacts/default.htm  

From: Jeanne Lenzer [mailto:jeanne.lenzer@gmail.com]  

Sent: Monday, April 02, 2012 10:54 AM 
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To: Burgess, Shelly  
Subject: BMJ media query  

  

Hi Shelly, 

Could you forward this to whomever is handling 

Coumadin/dabigatran/anticoagulants? 

I’m inquiring about the use of Coumadin and other 

anticoagulants for routine prophylaxis in hospitalized patients 

and for the treatment and prevention of DVT.  A number of 

doctors in the U.S. and Canada have expressed concern about 

the harm-to-benefit ratio of this and I am aware of David 

Cundiff’s work on this topic along with Dr George Lundberg’s 

expressed concerns. I’d like to know if FDA is conducting or 

planning to conduct a review of this topic? 

 Thank you. 

Jeanne Lenzer 

 Jeanne Lenzer 

Independent journalist 

19 Ridge St., 

Kingston, NY 12401 

USA 

Jeanne.lenzer@gmail.com 

845.383.1527 office 

845.399.0405 cell 
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DECLARATION OF DAVID K. CUNDIFF, MD REGARDING 

EMAIL CORRESPONDENCE WITH THE FDA IN EXHIBITS 

1 and 2 
      

                                                COURT OF APPEALS 

DATE:  April 18, 2012 

TIME: 9:30 am 

      PLACE: LA Court of Appeals 

                                                   Presiding Justice Robert M. Mallano 

 

I, David K. Cundiff, MD declare: 

1. I am a self-employed medical researcher and writer. I am a physician, 

previously board certified in the state of California in the fields of Internal 

Medicine, Medical Hematology, and Hematology.  I am the Appellant in this 

case. I have personal knowledge of the facts stated herein and, if called as a 

witness I could and would testify competently thereto. My business address is 

333 Orizaba Avenue, Long Beach, CA 90814.  

2.  Attached hereto and incorporated herein by this reference is a true and correct 

copies of the following exhibits relating to this case: 

Email correspondence of the appellant with the executive leadership of the 

Center for Drug Education and Research (CDER) of the FDA March 15, 

2012 to April 12, 2012 

 

Email correspondence of medical investigative reporter Jeanne Lenzer with 

press officers of the Center for Drug Education and Research (CDER) of 

the FDA about FDA approval for anticoagulant drugs for VTE April 2, 

2012 to April 9, 2012 

 

 

3. I have firsthand knowledge of the foregoing. I declare under penalty of perjury 

pursuant to the laws of the state of California that the foregoing is true and 

correct and that this declaration was executed in Long Beach, CA on April 12, 

2012.  

Respectfully submitted, 

 

David K. Cundiff, MD     Signature  
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DECLARATION OF SERVICE BY U.S. MAIL 

 

Case Name:  David K. Cundiff vs. Medical Board of California 

 

Case No.:  B234734 / BS126568 

 

I declare:  

 

I am 18 years of age or older and not a party to this matter; my home 

address is 333 Orizaba Avenue, Long Beach, CA 90814 

 

On April 12, 2012, I served the attached MOTION TO CONTINUE 

JUDGMENT by placing a true copy thereof enclosed in a sealed 

envelope with postage thereon fully prepaid, in the United States Mail 

at Long Beach, California, addressed as follows:  

 

Klint J. McKay 

California Department of Justice 

300 South Spring Street  

Suite 1702 

Los Angeles, CA 90013 

 

I declare under penalty of perjury under the laws of the State of 

California the foregoing is true and correct and that this declaration 

was executed on April 12, 2012, at Long Beach, California.  

 

 

Sally Ann Michel 

________________________________________________________ 

Declarant        Signature 

 

 


