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SLBJECT: 208(b)(3) Conflict of Interest Waiver for Maha Hussain, M.D. 

I am writing to request a waiver for Maha Hussain, M.D., a member of the Oncologic Drugs 
Advisory Committee, from the conflict of interest prohibitions of 18 U.S.C. §208(a). 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. 
We have determined that you are the appointing official for purposes of section 208. Therefore, 
you have the authority to grant Dr. Hussain a waiver under section 208(b)(3). 

Section 208(a) prohibits Federal executive branch employees, including special Government 
employees, £tom participating personally and substantially in matters in which the employee or her 
employer has a financial interest. Because Dr. Hussain is a special Government employee, she is 
under a statutory obligation to refrain £tom participating in any deliberations that involve a 
particular matter having a direct and predictable effect on a financial interest attributable to her or 
her employer. 



The function of the Oncologic Drugs Advisory Committee is to review and evaluate available 
data concerning the safety and effectiveness of marketed and investigational human drug products 
for use in the treatment of cancer, and to make appropriate recommendations to the Commissioner 
of Food and Drugs. 

Dr. Hussain has been asked to participate in all official matters concerning supplemental BLA 
125085191, Avastin (bevacizurnab), sponsored by Genentech, Inc., proposed indication, in 
combination with paclitaxel, for the treatment of patients who have not received chemotherapy for 
their locally recurrent or metastatic, HER2 negative breast cancer. 

This matter is coming before a meeting of the Oncologic Drugs Advisory Committee. This issue is 
a particular matter involving specific parties. 

Dr. Hussain has advised the Food and Drug Administration (FDA) that she has financial 
interests which could potentially be affected by her participationh the matter described 
above. Dr. Hussain's - owns stock in -, , 9 - 9  

9 -  *, -, and -. 
, is the sponsor of ... 

.- 9 .  . . -  , and - all make products that 
compete with Avastin. 

In addition, Dr. Hussain is a consultant for for an unrelated study. - is the 
sponsor of L , a competing product to Avastin. 

Lastly, Dr. Hussain is the Principle Investigator on a study of - for an unrelated 
indication, which is funded by-. - is the sponsor of 
-. and - , competing products to Avastin. 

As a member of the Oncologic Drugs Advisory Committee, Dr. Hussain potentially could become 
involved in matters that could affect her financial interests. Under section 208, she is prohibited 
from participating in such matters. However, as noted above, you have the authority under section 
208(b)(3) to grant a waiver permitting Dr. Hussain to participate in such matters as you deem 
appropriate. . 

For the following reasons, I believe that it would be appropriate for you to grant a waiver to 
Dr. Hussain that would allow her to participate filly in the matter described because the need for 
her services greatly outweighs the conflict of interest created by this financial interest. 

First, the - .-sponsored study of - is for an indication unrelated to the indication being 
sought for Avastin. It is highly unlikely that Dr. Hussain's participation in the matter coming before 
the committee will have an impact on the trial. It is difficult to predict that any action, short of 
"clinical hold", would lead to the discontinuation of the trial or a modification of the protocol that 
would directly affect the financial interest of Dr. Hussain and her employer. 

Second, given the nature of unrelated consulting Dr. Hussain provides to -, it is unlikely 
that Committee recommendations will significantly impact the economic stability of the company 






