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Re. Emergency Request to Open Mood Products Advisory Committee, 
Meeting on Friday, July 14; 2006 

To Whom. It May Concern: 
, 

T am filing this citizen petition on behalf of Dr. Sidney M. Wolfe. The FDA-'s 
Blood Products Advisory Committee is planning to close a meeting to the public . That 
meeting is scheduled for this coming Friday, July 14, 2006, from 8 am to 3 ;30 pm, ,See 71 
Fed. Reg. 3681.3 (June 28, 2006). For the reasons provided below, the FAA should open 
that meeting to the public . 

0 Action Requested: To open to the public the FDA's Blood Products Advisory 
Committee meeting scheduled for this coming Friday, July 14, 2006, from S am to 3:30 
ptn at the Hilton Hotel in Gaithersburg, Maryland . 

: ~ Statement of Reasons : The petitioner, Sidney M. Wo1fe, wishes to attend the 
° FDA's Blood Products Advisory Committee this :coming Friday, July 14, 2006, but is 

unable to do so because thE ~`II~A has decided to close the meeting, The Federal Advisory 
Committee Act (FACA), S U.S.C. App. 2, § 10(a), requires alt 'advisory committee 
meetings to be open unless a portion of that meeting may be closed under the exceptions 
contained in S U.S.C. § 552b(c). In its Federal Register notice of June 2$, 2006, the FDA 
stated that it would close the meeting on the basis of 5 U.S .C. . § 552b(c), which allows 
portions of meetings to be close d if they involve discussion of trade secrets or_ 
confidential commercial information . However, the Federal Register notice provided no 

; information about the topic of the meeting, and Dr. Wo1fe did not know the specific topic 
of the meeting until very recently when he was contacted by a Wall Street Journal 
reporter, He then learned that the topic of the meeting would be a United States Navy 
proposal For testing a blood substitute product in civilian trauma patients . Basedon 
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articles published in the Wall Street Journal on July 11 and 12, 2006, and discussions 
related to those articles, Dr. Wolfe learned this week that the FDA has decided to close 
the meeting to prevent the public disclosure of supposedly confidential commercial 
information or trade secrets about that blood substitute product, even though the private, 
for-profit company that makes the blood substitute; Biopure Corp., has nn objection 
to holding a public meeting on the relevant topics a~d has disclaimed any interest in 
keeping the information discussed at the meeting confidential. See attached article . 
In light of these facts, the exception for disclosure of trade secrets or confidential 
commercial information does not apply, and Friday's meeting should be open to the 

. public under FACA, § 10(a) . 

The notice stated that the entire meeting scheduled for July 14, 2006, not a portion . 
of. that day's meeting, "will be closed [to the public] to permit discussion of review of 
trade secret/and or confidential information (5 U.S.C . SS2b(c)(4)) ." 71 Fed. Rog . at 
36$13, col . 2 . Even if there were a lawful basis for closing one or more portions of the 
July 14, 2006 meeting of the FDA's Blood Products Advisory Committee -- which there 
is not -- the FDA's decision to close the entire February 14 meeting violates FACA, § 
10(a) . 

*Environmental impact: The relief roquested in this petition will, if granted, have 
no impact on the environment, 

0 Certification : The undersigned certifies that, to the best knowledge and belief of 
the undersigned, this petition includes all information and views on which the petition 

' relies, and that it inctudes representative data and information known to the petition 
which are unfavorable to the petition . 

We urge the FDA to act on this petition today because of the emergency 
nature of the relief requested . _ 

. 
cerely, 

..-. W ~-~-- 
Brian Wc~lfinan . 
Attorney far Dr. Sidney M. Wo1fe 

1600 20th Street, NW 
Washington, DC 20009 
(202) 588-1000 (voice) 
(202) 588-7795 (fax)* 

*Both petitioner, Dr. WoYfe, and his attorney, Mr. Wolfinan, can be reached at this 
address, phone number, and fax number. 
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