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David Cundiff  | Janet Woodcock |   

Saturday, Nov 19 12:29 PM |   

 

Re: RE: Attacks on New ACP VTE Prophylaxis Guidelines Require FDA/NIH Investigation 

 
 You're welcome....Thank you.  
David  
  
On 11/19/11, Woodcock, Janet  wrote: 
  

Thank you.  Janet Woodcock 

 

 

From: David Cundiff  

Sent: Saturday, November 19, 2011 1:02 PM 
To: Margaret Hamburg, MD, FDA Commissioner 
       Janet Woodcock, MD, CDER Director 
       Robert Temple, MD, FDA Associate Director for Medical Policy 

       Francis Collins, MD, NIH Director 
 

Subject: Attacks on New ACP VTE Prophylaxis Guidelines Require FDA/NIH Investigation 

  

Dear Drs. Hamburg, Woodcock, Collins, and Temple, 

  

On November 1, the Annals of Internal Medicine issued new American College of Physicians 

Guidelines opposing performance measures for hospitals that promote anticoagulant prophylaxis 

for venous thromboembolism (VTE) in all general medical and stroke inpatients. The review 

published in association with the new guidelines documented that anticoagulation prophylaxis 

fails to reduce mortality from VTE and DVT-related morbidity overall and increases the 

likelihood of major bleeding.  

  

Since anticoagulant drugs are FDA approved for VTE prophylaxis for hospitalized general 

medical and stroke patients, please note that the only two comments about these new guidelines 

so far published online by the Annals of Internal Medicine suggest that the new guidelines be 

revised to make anticoagulant prophylaxis contraindicated. A review that I coauthored published 

last year shows that anticoagulant prophylaxis saves no lives and associated complications 

(bleeding and rebound clotting) cause tens of thousands of deaths per year.  

  

Last week I notified the authors of VTE prophylaxis guidelines from the ACCP, Coalition to 

Prevent DVT, the National Quality Forum, and the Cochrane Collaboration about the new ACP 

guidelines and invited their comments to the Annals of Internal Medicine. No one has written to 

say why the ACP guidelines should not be changed to declare anticoagulant drug VTE 

prophylaxis contraindicated.  

  

The authors of the new ACP guidelines are scheduled to publish responses to all comments 

around December 1, so if you wish to defend the FDA approval of anticoagulant prophylaxis for 

general medical and stroke patients, you should send your comments to the Annals of Internal 
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Medicine soon. Given the morbidity and mortality associated with anticoagulant prophylaxis for 

medical and stroke patients, an FDA/NIH investigation into withdrawing the FDA approval for 

anticoagulant prophylaxis for medical and stroke patients would be appropriate.  

  

Thank you.  

  

Best wishes, 

  

David K. Cundiff, MD 

  

CC:   ACP Guidelines Team 

BCC: Interested researchers and journalists 

 


