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DATE: January 23,2007 
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Director. Division of Scientific Advisors and Consultants. CBER 

SUBJECT: 208(b)(3) Conflict of  Interest Waiver for Robert Couch. M.D. 

TO: Randall Lutter. Ph.D. 
Associate Commissioner for Policy and Planning 

Through: Vince Tolino 
Director. Ethics and Integrity Staff 
Division of Management Programs, OM 

I am writing to request a waiver for Robert Couch. M.D.. a consultant of thc Vaccines and 
Related Biological Products Advisory Committee at the February 27-28. 2007 meeting. from 
conflict of interest prohibitions of 18 U.S.C. 208(a). For Topic 1 ,  the Coinmittee will hear and 
make recommendations on the safety and immunogenicity of an H5N 1 inacti\,ated influenza 
vaccine: manufactured b\. Sanofi Pasteur. This is a particular matter involving specific partics. 
For Topic 2. the Coinmittee will discuss pandemic influenza vaccine strategics.'clinicaI 
development of pandemi'c'influenza vaccines. This is a particular matter of gc~icral 
applicability. For Topic 3. the Committee ~vi l l  discuss and make recolnlncndations on thc 
selection of strains to be included In the influenza \.lrus ~ a c c i n e  for the 2007-2005 season. 
This is a particular matter of general applicability. T o p ~ c  1. the Committee \ $ . i l l  discuss 
influenza B strain- discussion on circulating lineages. This is a particular lnattcr ot'gencral 
applicability. Waivers under Section 208(b)(3) may be panted by the appointing official 
where "the need for the individual's sen~ices  outweighs the potential for a conflict ot'intercst 
created by the financial interest involved" and where the indi~fidual has made a disclnsurc of' 
the financial interests at issue. Because you are the appoint~ng official. \,oil ha\x thc authorit!, 
to grant Dr. Couch a waiver under Section 208(b)(3). 

Section 208(a) prohibits Federal executive branch employees. including special Government 
employees, from participating personally and substantially in matters in \i.hich. to his 
knowledge, the employee. his spouse. minor children. or px~era l  partner: an organization in 
which he is serving as officer, director. trustee, general partner, or employcc. or a person or 
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organization with which he is negotiating for or has arrangement concerning prospecti\,e 
employment has a financial interest. Dr. Couch is a special Government employee and is 
under a statutory obligation to refrain from participating in any deliberations that in\.ol\.e a 
particular matter having a direct and predictable effect on a financial interest attributable to 
him or to his employer. 

The function of the Committee, as stated in its Charter, is to advise the Commissioner of the 
Food and Drug Administration in discharging responsibilities as they relate to assuring safe .  
and effective biological products for human use and. as required, any other product for ulhicli 
the Food and Drug Administration has regulatory responsibility. 

The Committee is scheduled to meet on February 27-28. 2007. For Topic 1 .  the Committee 
will hear and make recommendations on the safety and immunogenicity of an H5N 1 
inactivated influenza vaccine. manufactured by Sanofi Pasteur. For Topic 2, the Committee 
will discuss pandemic influenza vaccine strategiesiclinical development of pandemic influenza 
vaccines. For Topic 3, the Committee will discuss and make recommendations on the 
selection of  strains to be included in the influenza virus vaccine for the 2007-2008 season. 
Topic 3, the Committee \ \ . i l l  discuss influenza B strain- discussion on circulating lineages. 

Dr. Couch has advised the FDA that he has a financial interest related to the above topics that 
could potentially be affected by his participation in the matter at issue. Dr. Coucli has reported 
that he has 2 related contracts with XIAID. He is also a subcontractor on an unrelated NIAID 
contract. According to Dr. Couch. these contracts in\.ol\rc general studies on li\,c inacti~rated 
influenza vaccine. hoiie of' Dr. Couch's contracts are directly on H5N 1 .  One of'his N1.-IID 
contracts is on l i \~e  and inact~\.atcd influenza \.accinc trials. Dr. Coucli scnncs as the PI on this 
contract which was anard\cd to his employer. Ba!.lor Uni\~ersit!,. In 2006. Ba!slor recei\,ed 
approximately S2M. ~ r . ' ~ o u c h  does not rccci\,c ally personal remuneration. Dr. Couch is also 
a co-PI on a vaccine trial that is part of.KI.4ID.s \'acciiic and ~ r e a t i n c n t  E\nluation bnits ,  
There are seven current L'TEL. contracts a\\ ardcd of \\,li~cli onc is Ba!lor Col lcye of  hlcdicinc. 
The Units evaluate ncn and ~inpro\~cd \,accine and therapeutic candidate5 111 clin~cal 
trialsistudies. Part of tlic L'TEL' includes HS \,accines trlals. Dr. Keitcl I S  tlic PI on  tlicsc 
studies. To date. Dr. Couch has not been in~tolved in an!, H5 studies. In 2000 .  Ua!.lor rccci\.cd 
approximately SAM. Dr. Couch does not recel\,e an\, personal reinuncrat~on. Dr. Couch is 

* * 

also involvedwitli an unrelated stud! n,itli tli- 
contact. He sen,cs as a co-PI on a subcontractor for thls 

study. ,His institution recei~ed-~cr year froin 7'2006-6 30 3007. Dr. (youth provides 

Under Sect'ibn 208. Dr. Coucli4s prohibited from participating in any matter at-fcct~ng these 
interests. unless he recei\.es a \vai\.er. Ho\\rever. as noted a b ~ \ ~ e ,  you Iia\,e the author l t  under 1 S 
U.S.C. 208(b)(3) to p a n t  a \\,ai\,er. 
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For the following reasons. I believe that it would be appropriate for you to gan t  a \\.ai\.er to 
Dr. Couch that would allow him to participate in the discussions before the Committee. 

First, Dr. Couch is a consultant of the Vaccines and Related Biological Products Ad\,isor\. 
Committee (VRBPAC). He has attended previous VRBPAC meetings on influenza, pro\.iding 
new and up-to-date information regarding the topic. His presence at this meeting u.ill pro\-ide 
continuity and will add historical relevance for future VRBPAC meetings on similar topics. 

Second, the waiver is also justified because the Committee has a special need for Dr. Couch's 
services because of his unique expertise. experience, and viewpoints with respect to the issue 
before the Committee. Dr. Couch is Professor of Medicine, Department of Microbiolog\p. Ba.lor 
Colle_ge of Medicine. He is an esteemed leader in research in respiratory infectious diseases. His 
research focuses on influenza. Dr. Couch would bring important perspective to the Committee 
discussions. 

Further, the Federal Advisory Committee Act requires that committee membership be fairly 
balanced in terms of the points of \.iew represented and the functions to be performed by the 
various advisory committee members and Dr. Couch's participation will contribute to the balance 
of views represented and the diversity of opinions and expertise. The Committee's intended 
purpose would be significantly impaired if the agency could not call upon experts who have 
become eminent in their fields. Notwithstanding the financial interests and affiliations they may 
have acquired as a result of their demonstrated abilities. Dr. Couch is a recognized international 
leader in research \i.ith respirator\, infectious diseases. w.it11 special expertise in influenza. Dr. 
Couch has consulted for the Committee on the topic of influenza in the past. contributing 
in\~iluable expertise and \.~e\v points. His presence at this meeting w,ill provide contlnulty and 
will add historical rele\.ance for future VRBPAC meetings on similar topics. In addition. Dr. 
Couch will be pro\,iding 6 6 c k ~ ~ ~ o u n d  and possible vaccine options for the discussion on 
circulating lineages ot'intlucnza B strains (Topic 1). Dr. Couch's participation \ \ s i l l  contribute to 
the diversity of expertise and \,ic\\.points represented and \vil l  help pro\fide a foundation for 
developing advice and recommendations that are fair and comprehcnsi\,c. 

The Division reviewed the CBER pool of current SGEs. There were no SGEs In t h c ' C 1 3 ~ ~  pool 
who had the necessap influenza expertlsc \\tho were less contlicted. In addition. Dr. Couch 
possesses the necessary kno\i.ledge to brief the Coinmittec on the histon. ol'B strain intlucnza. 

For these reasons. I  belie\^ that Dr. Couch's partic] pation in the deliberat~ons of the ad\, ison 
committee will help pro\,ide a foundation for developing advice and recommcndat~ons that arc 
fair and coinprehensi\.e. 
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According, I recommend that you grant Robert Couch, M.D.. a waiver that would allou. him tcl 
participate in the discussions before the February 27-28.2097 meeting. I believe that such a 
waiver is appropriate because, in this case. the need for the individual's services outweighs the 
potential for a conflict of interest created by the financial interest attributable to the indi\,idual. 

CONCURRENCE: 
Vlnce olin /g/ Director. Ethics and Integrity Staff 

Date 

Division of Management Programs, OM 

DECISION: 

X W a i ~ ~ e r  granted based on my determination, made in accordance with Section 
208(b)(3), that the need for the individual's senrices outweighs the potential 
for a conflict of interest created by the financial interest attributable to the 
individual. 

Waiver denied. 

S 
Randall d u t t e r j ~ h . ~ .  Date 
Associate Committee-for Policy and Plannlng 

I '  



Acknowledgment and Consent for Disclosure of Potential Conflict(s) of Interest and Waivers 
under 18 U.S.C. §208(b)(3) and 21 U.S.C. §355(n)(4) 

Name of Participant: Robert Couch, M.D. 

Committee: Vaccines and Related Biological Products Advisory Committee 

Meeting Date: February 27,2007 

I acknowledge that contingent upon public disclosure of the following financial interest listed 
below related to the review of the safety and immunogenicity of an H5N1 Inactivated Influenza 
Vaccine, manufactured by Sanofi Pasteur, I am eligible to receive waivers under 18 U.S.C. 
§208(b)(3) and 21 U.S.C. §355(n)(4). 

Type of Interest Nature 

Contract 
(re1 at ed) 

Competing 
Firm 

Contract Competing 
(re1 a ted) Firm 

Contract 
(unrelated) 

Competing 
Firm 

Magnitude 

More $300,000 

More than $300,000 

$100,000 - $300,000 

I hereby request that FDA make this information publicly available on my behalf. I understand 
that without public disclosure of the interests the waiver is not valid. 


