
FOOD AND DRUG ADMINISTRATION 
CENTER FOR BIOLOGICS EVALUATION AND RESEARCH 

MEMORANDUM 

DATE: February 1,2007 

FROM: William Freas, Ph.D. /s/ 
Director, Division of ~c idn t i f i d~dv i so r s  and Consultants, CBER 

SUBJECT: 208(b)(3) Conflict of Interest Waiver for Derek Raghavan, M.D., Ph.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 from conflict of interest prohibitions of 18 U.S.C. 208(a) for 
Derek Raghavan, M.D., Ph.D., a special Government employee for the Center for Drug 
Evaluation and Research. Dr. Raghavan was inviied to participate as a consultant at the 
Cellular, Tissue and Gene Therapies Advisory Cdmmittee meeting on March 29, 2007. The 

. 

Committee will discuss and make recornmendati<ns on issues related to Sipuleucel-T, 
Dendreon Corp., indicated for the treatment of mdn with asymptomatic metastatic hormone 
refractory prostate cancer. This is a particular mafter involving specific parties. Waivers under 
Section 208(b)(3) may be granted by the appointing official where "the need for the 
individual's services outweighs the potential for a'conflict of interest created by the financial 
interest involved" and where the individual has made a disclosure of the financial interests at 
issue. Because you are the appointing official, you have the authority to grant Dr. Raghavan a 
waiver under Section 208(b)(3). 

Section 208(a) prohibits Federal cxeciiii\/e branch employees, including special Government 
employees, from participating personally and substantially in matters in which, to his 
knowledge, the employee, his spouse, ~ninor children, or general partner; an organization in 
which he is serving as officer, director, trusiec, general partner, or employee, or a person 01- 

organization with which he is negot~aling Ibl- 01- has arrangenlent concerning prospecti\.c 
employment has a financial interest. Dr. R:rgha\~a~i is a special Government employee ancl is 
under a statutoiy obligation to re(j-ail1 li.om pariic~pating in any deliberations that involve a 
particular matter having a direci and ~j~-cd~ctable effect on a financial interest attributable to 
Ilim or to his employer 
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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 which the 
Food and Drug Administration has regulatory responsibility. 

Dr. Raghavan advised the FDA that he has.a financial interest related to the above topic that 
could potentially be affected by his participation in the matter at issue. Dr. Raghavan reported 
that he has a grant from- The grant is current and awarded to his institution. His 
institution receives -from 2006-2007. Dr. Raghavan receives no direct support from the 
grant. The grant is to study a licensed, approved drug (.III) in prostate cancer trials. 

a licensed drug currently used in other cancer therapies. It is unlikely the committee 
discussions on March 29 of a cellular therapy for prostate cancer will affect Dr. Raghavan's 
financial interests. 

Under Section 208, Dr. Raghavan is prohibited from participating in any matter affecting these 
interests, unless he receives a waiver. However, as noted above, you have the authority under 18 
U.S.C. 208(b)(3) to grant a waiver. 

For the following reasons, I believe that it would be appropriate for you to grant a waiver to Dr. 
Raghavan that would allow him to participate in the discussions before the Committee. 

The Committee has a special need for Dr. Raghavan's services because of his expertise as a 
prostate oncologist with clinical and laboratory research experience. Dr. Raghavan is the Director 
of the Cleveland Clinic Cancer Center and widely recognized as an expert in the treatment of 
genitourinary cancers. The committee has a critical need for prostate oncology expertise to 
evaluate clinical and manufacturing data from trials of a novel therapy for prostate cancer. Dr. 
Raghavan's medical and research background provide him with unique qualifications to evaluate 
both clinical and product characterization data. Additionally, Dr. Raghavan has prior FDA 
advisory committee experience as a past member of the Oncology Drugs Advisory Committee and 
understands the FDA mission to move new therapies forward at the same time protecting the 
welfare of patients. His expertise and perspective are critical. Nine other special Government 
employees and members of the Oncology Drugs Advisory Committee with related oncology 
expertise were considered. Five did not have equivalent expertise, two were determined to have 
equal or greater conflicts of interest and two were unavailable. 
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Accordingly, I recommend that you grant Derek Raghayan, M.D., Ph.D., a waiver that would 
allow him to participate in the discussiok before the committee on March 29,2007. 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 individual. 

CONCURRENCE: 
Vince oli o /51 Date 

t: 
. Director, Ethics and Integrity Staff 

Division of Management Programs, OM 

DECISION: 

/ Waiver granted based on my determination, made in accordance with Section 
. 2080>)(3), that the need for the individual's services outweighs the potential 

for a conflict of interest created by the financial interest attributable to the 
individual. 

Waiver denied. 
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Ach-ent and Coaaglt fix Di6cbsure ofPo$cntial Cdct (s )  of In- and Waivers 
unde~ 18 U.S.C. #208(b)(3) and 21 U.S.C. 535S(n)(4) 

Committee: Cchlcu, T h o  and Gem Thempias Advisory Committee 

Mccting Dam: Mprh 29,2bO7 

I m ~ r v l ~ d ~ e  thn ~.'imtm~mt.uprnr~ub~ic disc10S';rtb 0 t h  h11ovving M ~ I  6tm listed 
M o w  mlated to the review of Sipuleucsl-T, D e n b n  Carp, indicated for the traitmeat of men 

. with ~ympbmatic metastatic hormone Mactary p r o m  ccmcert, I am eligible to reEeive 
waivers lmda 18 U.S.C. 5208(b)(3) and 21 U.S.C. Q355(n)(4). 

Gtant (related) Campsting Firm S100,OOO-$300,000 

I hereby raqucst that FDA make this infbrmdon publicly available on my behalf I understand 
that without public disclosure of the inmsts tbe waiver is not valid. * Wm, M.D., PbD. 
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