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December 17, 2002

Dockets Management Branch (HFA-305)

Food and Drug Administration

5630 Fishers Lane, rm. 1061 

Rockville, MD 20852. 

Re: Docket No. 02D-0428: An Acceptable Circular of Information for the Use of Human Blood and Blood Components

America’s Blood Centers, whose members provide approximately half of the US blood supply for transfusion, endorses the Food and Drug Administration’s recognition of the Circular of Information for the Use of Human Blood and Blood Components, dated July 2002 (Circular) as acceptable for use by manufacturers of blood and blood components intended for transfusion subject to United States statutes and regulations.  
We agree with FDA that the availability of the Circular will help blood centers comply with the labeling requirements under 21 CFR 606.122. 

ABC supports both the Circular and the process by which FDA has made it available for blood centers to use as part of their required labeling.
Thank you for the opportunity to comment on this draft guidance.  I would be pleased to answer any questions you might have.
Yours truly,
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Celso Bianco, M.D.

Executive Vice President










