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DEPARTMENT OF HEALTH & HUMAN SERVICES

 Public Health Service



Food and Drug Administration

10903 New Hampshire Ave.

                                                                                                             Silver Spring MD 20993

Waiver to Allow Participation in a Food and Drug Administration

Advisory Committee

DATE:

            November 3, 2010
TO:
Jill Hartzler Warner, J.D. 
Associate Commissioner for Special Medical Programs (Acting), FDA
THROUGH:      
Vince Tolino 

/S/


Director, Ethics and Integrity Staff

              

Office of Management
Michael F. Ortwerth, Ph.D.  

/S/


Director, Advisory Committee Oversight and Management Staff
Office of Special Medical Programs
FROM:         
            Kathleen L. Walker, RN, MEd.________/S/____________________                       

Chief, Integrity, Committee and Conference Management Branch

Division of Ethics and Management Operations, OMO



Center for Devices and Radiological Health

Name of Advisory Committee Member:  Karen L. Woods, M.D  
Committee:  Gastroenterology and Urology Devices Panel of the Medical Devices Advisory Committee
Meeting date:  December 3, 2010
Description of the Facts on Which the Waiver is Based:

Type, Nature, and Magnitude of the Financial Interest(s):   
Karen L. Woods, M.D. serves on the Gastroenterology and Urology Devices Panel, which reviews and evaluates data concerning the safety and effectiveness of marketed and investigational devices for use in the Gastroenterology and Urology systems and makes appropriate recommendations to the Commissioner of Food and Drugs. Dr. Woods reported stockholdings in the sponsoring firm, Allergan.  The value of this holding is currently between $10,001 – 25,000.
Description of the Particular Matter to Which the Waiver Applies:  
Dr. Woods has been asked to participate in the meeting to discuss, make recommendations, and vote on information related to the PMA for the LAP-BAND Adjustable Gastric Banding System, sponsored by Allergan. The sponsor is requesting an expanded Indication for Use for their LAP-BAND Adjustable Gastric Banding System to include weight reduction in patients with a Body Mass Index (BMI) of at least 35 kg/m2 or a BMI of at least 30 kg/m2 with one or more comorbid conditions.
Additional Facts:  None

Basis for Granting the Waiver:  
Board certified in internal medicine and gastroenterology with special expertise in gastrointestinal endoscopy, Dr. Woods has over 20 years of experience as a practicing gastroenterologist.  Currently, she is in practice at The Methodist Hospital in Houston, TX and holds an appointment as Clinical Associate Professor of Medicine at Baylor College of Medicine, Gastroenterology Section of the Department of Medicine.  Dr. Woods specializes in preventive health issues for men and women in gastroenterology, colorectal cancer and esophageal cancer screening, and all general gastrointestinal disorders that include inflammatory bowel disease, chronic gastrointestinal bleeding, biliary and pancreatic disease, and gastroesophageal reflux disease. Because gastroenterologists deal with the issues associated with obesity, especially diabetes and liver failure, the Center believes that it will be critical to have at least two experienced gastroenterologists on this Panel to provide their perspectives. We currently have one other gastroenterologist attending the Panel meeting, in addition to Dr. Woods; however, the other gastroenterologist does not have expertise in therapeutic endoscopy. In the Center's attempt to find other qualified individuals with this expertise, a search was conducted of the 18 NIH groups listed in the Federal Advisory Committee Act (FACA) database, FDA’s other advisory committees and the NIH employee listing.  Although our search found a number of individuals with expertise in gastroenterology, those individuals were unable to attend the Panel meeting due to scheduling conflicts.  

Accordingly, I recommend that you grant a waiver for Dr. Karen L. Woods, a voting member of the Gastroenterology and Urology Devices Panel, from the conflict of interest prohibitions of 18 U.S.C. § 208(b)(3) as well as the conflict of interest prohibitions of section 712 (c)(2)(B) of the Federal Food, Drug and Cosmetic Act.
Certification:

__X______ 
The individual may participate, pursuant to 18 U.S.C. 208(b) (3) – The need for the individual’s services outweighs the potential for a conflict of interest created by the financial interest involved.
________ 
The individual may participate, pursuant to 21 U.S.C. 379d-1 – The individual’s service is necessary to afford the advisory committee essential expertise.
Limitations on the Regular Government Employee’s or Special Government Employee’s 
Ability to Act:



  Non-voting
________ 
Other (specify):
________ 
 Denied – The individual may not participate.


__________/S/_______________________   
___11/17/2010______

Jill Hartzler Warner, J.D.



Date
Associate Commissioner for Special 
Medical Programs (Acting)
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