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SUBJECT: 7 12(c)(2)(B) Conflict of Interest Waiver for Mark Ballow. M.D. 

I am writing to requesr a waiver for Dr. Mark Ballow. a member of the Blood Products Advisory 
Committee. from the conflicr of interest prohibitions of section 71 2(c)(2)(A) o f  the Federal Food. 
Drug. and Cosmetic Act . Waivers under section 7 12(c)(2)(3) may be granted by the appointing 
official where "necessary to afford the ad\bisor\- committee essential expenise" and where the 
individual has made a disclosure to FD.4 of the financial interests at issue. We have determined 
that you are the appointing offic~al for purposes of section 712(c1(Z)(B). Therefore. you have the 
authority to granr Dr. Balloii a waiver under section 7 l2(c)(2)(B). 

Section 7 12(c)(2 j( A ,  prohibits Federal executive branch employees. including special Government 
employees. from panicipating in any panicular matter in which the employee or an immedia\e 
family member has a financial interest thar could be affected by the advice girten ro the FDA with 
respect to the matter. Because Dr. Ballow is a special Government employee. he is under a 
statutov obligation to refrain from panicipaling in any deliberations that invol1.e a particular 
matter having a direc~ and predictable effect on a financial interest attributable ro him. 
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The function of the Blood Products Advisory Committee is, as stated in its Charier. 15 ro adwsc thc 
Commissioner of the Food and Drug Administration in dischargng r e s p o n s i b ~ l ~ t ~ e s  as they rclate 
to assuring safe and effective use of blood and products derived from blood and serum or 
biotechnology which are intended for use in the diagnosis, prevention. or treatment of human 
disease. 

Dr. Ballow has been asked to participate in the May 2,2008 meeting o f  the Blood Products 
Advisory Committee meeting. Topic 2, the Committee will discuss, review, and make 
recommendations on Lev Pharmaceuticals' plasma derived C 1 esterase ~nhibitor. 

This matter i s  coming before a meeting of the Blood Products Committee. This lssue is a particular 
matter involving specific parties. 

Dr. Ballow has advised the Food and Drug Administration (FDA) that he has a financial interest 
that could potentially be affected by his participation in the matter described above. Dr. Ballow 
reported he is a conrultani f o r  He receive-for his senlice as a consult an^ 
from March 2007 to present. Dr. Ballow indicated that his services are unrelated to the d~scussion 
of Lev Pharmaceu~~cal 's  plasma derived C1 Esterase inhibitor. 

As a member of  the Blood Products Advisory Committee, Dr. Ballow could become involved In 
matters that could affict his financial interests. Under section 712(c)(2)(A). he is prohibited from 
participating in such matlers. However, as noted above, you have the authority under section 
712(c)(2)(B) to grant a w a i ~ e r  permitting Dr. Ballow to participate in such matters if necessary to 
afford this c o m m ~ t t e e  essential expertise. 

For the following reasons. I believe that i t  would be appropriate for you to p a n t  a w a ~ v e r  to Dr 
Ballow that wcluld allow hrm to panicipate fully in the matter described bemuse his voting 

participation 1s necessary to afford the committee essential expertise. - 

First, the wali  cr i s  justified because the Committee has a special nced for Dr. Ballow's s e w c e  
because o f  his unlque expertise. cxpenence. and v~ewpoints  with respect to the Issue before the 
Committee. Dr. Ballow i s  Chief of' the D i v ~ s ~ o n  of Allergy and Immunology, Department of 
Pediatrics. State b n ~ \ . e r s ~ t y  of Ken York. He is board certif ed in pcd~atncs,  allergy. ~mmunolog> 
and cl~nical laborator) ~mmunolog>.  His  clinical ~mmunology expertise M 111 contribute to the 
Blood Products Adwsc~r> Comm~t tce  dlscuss~on .4dd111onally. slnce he 1s a standing member of 
the BPAC. hls participarion 1s v~ta l  to the continuity of d ~ s c u s s ~ o n s  within all ol ' thc advrsoq 
committee meetings. 

As ~ndlcated above. Dr. Ballow's crcdcntlals are substantial in the field of cl~nlcal immunology 
and allergy. It is his unique knowledge In hereditary angioedcma ( H A E )  that will be espec~ally 
important in the discussion of Lei Pharmaceutical's C 1 esterase ~ n h i b ~ t o r  product that w11l be used 
in treatment of this indication. 

Besides the imponance of having Dr. Ballow r-lt~cnd the May 2 .  2008 Blood Products Advisory 
Committee mcct lng 3s ;1 seated membur of' the Comrnlrtee, the Office of Blclod Research and 
Rc \*~ew needed addltiond expcrtlsc in the field of hered~tary ang~oedema. The! . ~hereforc sought 
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out other SGEs with this expertise to serve as temporary voting members for the disclrss~on of' l_c\ 
Pharmaceutical's product. Because this product is considered a new molecular entity. ~t is 
important to have a well rounded discussion of Lev Pharmaceutical's producl for treatment of' 
HA€. We have evaluated all CDER and CBER SGEs who possessed this expertise and recruited 
all of these SGEs with HAE expertise that were available for this important meeting on 1131 2. 
2008. Dr. Ballow, as a standing member, will be able to provide a separate and important 
perspective while discussing this topic with other experts seated as TVMs. His experience w ~ t h  
previous BPAC meetings are additional assets valuable to this discussion. I believe that 
participation by Dr. Ballow in the committee's deliberations will contribute to the dlvcrsity of 
opinions and expeflise represented on the committee. 

Moreover, the Federal Advisory Committee Act requires that committee memberships be fair l~,  
balanced in terms of the points of view represented and the functions to be performed by the 
advisory committee. Also. the committee's intended purpose would be significantly impalrcd i f '  
the agency could not call upon experts who have become eminent in their fields. notwi~hstandlng 
the financial interests and affiliations they may have acqu~red as a result of their demonstrutcd 
abilities. 

Accordingly, 1 recommend that you grant Dr. Ballow a waiver that would allow his voting 
participation i n  all official matters concerning Lev Pharmaceuticals' plasma denved C1 esterase 
inhibitor. I believe that such a waiver 1s appropriate because in thls case, Dr.  allow's voting 
part~cipation is ncccssary to afford thc committee essential expertise. 

DECISlON 

/ N'alvci granted based on my dcterminat~on. made in accordance with section 7 1 Z(c)i2)(B) 
of the Federal Food. Drug. and Cusmctlc Act. that votlng pan~cipatlon 1s necessary 10 

afford the committee esscnr~al expcrtisc 

Waiver granted based on my determination. made lo accordance with sectlon 7 12(c)(2)(B) 
of the Fedcral Foud. Drug, and Cosmetic ACI, that nt lnvot~ng participat ]on 1s necessary to 
afford thc cummi ttec essential expertise 

Duput > Commissioner for Polic> 
Food and Drug Administratlc>n 


