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SUBJECT: 7 1 2(c)(2)(B) Conflict of Interest Waiver for Robert Couch, M.D. 
, - I 

I am writing to q u e s t  a waiver for Dr. Robert Couch, a consultant of the Vaccines and Related 
Biological Products Advisory Committee, from the c o a c t  of interest prohibitions of section 
71 2(c)(2HA) of the Federal Food, Drug, and Cosmetic Act. Waivers under section 7 12(cX2XB) 
may be panted by the appointing official whae "necessmy to afford the advisory committee 
m t i a l  expertisen and where the individual has made a disclosure to FDA of the 6nancial 
interests at issue. W e  have determined that you are the appomting official for purpow of s+im 
71 2(c)(2)(B). Therefore, you have the authority to grant Dr. Couch a waiver under section 
7 1 2[cX2)(8). 

9: 

S e c t i ~  7 12(cX2)(A) prohibits Federal executive branch employees, including special Govermnent 
employees, .from participating in my particular matter in.which the employee or an immediate 
family mmber has a financial i n t d  that COUJd be affected by the advjce given to the FDA with 
r q a t  to the matter. Because Dr. Couch is a special Government employee, he is under a 
statutory obligation to re* from participating in any deliberations that involve a particular 
matter having a direct and predictable e m  an a financial interest attributable to him. 
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The function of the Vaccines and Related Bioiogid Products Advisory Commirtee is. as stated In 
its Chmer, to advise the Commissioner of the Food and Drug Administration in discharging 
responsibilities as they relate to assuring safe and effective biot ogical pmlucts for human use and. 
as required, any other product for which the Food and Drug Administration has replaton' 
responsibility. 

Dr. Couch has been &ed to participate in the February 21,2008 meeting of the ~ a c c i n a  and 
Related Biological P d u c t s  Advisory C & m  meeting. Topic 2, the Committee will discuss 
strain selection for influenza i.irus vaccine for the 2008 - 2009 sawn. Topic 3, the Committee 
will discuss clinical development of influenza vaccines for pre-pandemic uses. 

These matters are coming before an advisory comm~ttee of the Vaccines and Related Biological 
products Advisory Committee. Topic 2 and Topic 3 are pzuticulsr makers of general apylicabilit y. 

" > -< 

Dr. Couch has advised the Food and mdg Administration (FDA) that he has a financial ihterrst 
that could potentially be affected by his panicipation in the matters described above. Dr. Couch 
is the Principal investigator 011 a cantract awarded by NLAID for general studies on live and 
inactivated influenza vacci*. In 2007, Dr. Couch received -salary support from this 
contract. 

As a mnsu1tant of the Vaccines and Relatad Biological Products Advisory cornmitt ee, Dr. Couch 
could become involved in matters that tould affect his financial interem. U ndcr section 
71 2(c)(2)(A), he is prohibited fiom participating in such matters. Howevcr. as noted above, you 
have the authority under section 71 2(c)(2MB) to grant a waiver permitting Dr. Couch to participate 
in such matters if necessary to afford this committee essmtial expertise. 

For the following reasons. I believe that. it would be appropriate for you tagroml a waiver to Dr. 
Robert Couch tha~ would allow him to participate fully in the matter described bepuse his voting 
particiption is necessary to afford the committee essential expertise. 

First. the waiver is justified because the Committee has a special need for Dr. Couch's service 
because of his unique expertise. experience. and viewpoints with respect to the issue before the 
Committee. Dr. Couch is D~stinguished Service Professor. Department of Molecular Virology and. 
Microbiology. and Professor of Medicine. and Director of the Centa for Infection and Immunity 
Research, Baylor College of Medicine. He is an esteemed ieadu in research in respiratory 
infectious diseases. His research focuses on influenza. Dr. Couch is a recognized international 
leader in research with respiratory infectious diseases. with special expertise in influenza. Sincc 
the topics before the Committee include an influenza vaccine that will bc administered to the 
general population. -1 believe Dr. Couch's pmicipation will contribute to the divmsity of ekpenise 
and Gewpoints represented and will help provide a foundation for developing advice and 
recommendations that are fair and comprehensive. In addition, Dr. Couch will be providing 
backgmd and possible vaccine options for the discussion on influenza vaccine. Dr. Couch h q .  
consuited for the Committee on the topic of influenza in the past. contributing invaluable expertise 
and view points. He will be providing required expertise and conrributing to the balance of points 
of view, equitable geographic distribution and diversity of the Committee in accordance with 
FACA. 
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Second, h. Couch is r w d h t  of the Vrdac and Related Biologicd Products Advisory 
Committee (VFLBPAC). His presence at this meeting will provide continuity as Dr. Couch has 
attended previous VRBPAC meetings an tlmcse topics d provided expert advice. Two other 
Casultmrts w m  considered prior to Dr. Chch One was not available and the other was unable 

. to complett required m g  sccording t6 &,thdk. 

Marewer, the Federal Advisory Committee Act qnim that committet memberships be fairly 
, ~ i n t e f m s o f ~ p o i n t s o f v i e w ~ d ~ e ~ ~ r ~ b t p e r f o m d b y t h e  
' . advisory d t t c e .  Also, the mdtteets intended putpost would be significantly impaired if 
: tbc agency could not 41 upo. apsLI who have hmme eminent in thb fields, mtwithaMdinp 

. the financial in- and affiliations they may have a&red as a d of their demomtmkd 
abilities. 

Acowdingly, I recommend th you grant Dr. Couch a d v a  that would d o w  bis voting 

, 
prticipation in all official matters concerning the 2008 - 2009 virus vaccine swain 
s t l d o n ,  and influum vaccines for pre-pandemic uses. I blim tbat such a waiver is 
:approppiatc because in this case, Dr. Couch's voting participdon is necessary to afford the 

*I committee e s s d a l  cqmtise. 

Waim gm~ed based on my dacrmioariw, made in d a n c e  with seetion 71 2(c)(2)(0) 
of the Federal F d ,  Drug, and Cosmetic Aet, that voting participation is necessary to 
a o r d  the ca&ttee essential ex@=. 

- Waiver graotod based on my determidon, made in accordance wifh section 7 12(c)(2#B) 
of the Federal Food, Drug, and Cosmetic Act, that ncmvoting parti&ationds neEcssary to 
afkd the committee essential expertise 

- Waiver denied. 

Randall W. L#tttq( Ph.D. 
Deputy CoriYnission,er for Policy 
Food ad Drug Administration 


