[image: image1.png]AMERICAN

EB ASSOCIATION

OF BLOOD BANKS





January 13, 2004

Dockets Management Branch (HFA-305)

Food and Drug Administration

5630 Fishers Lane, Room 1061

Rockville, MD 20852

Re:  Docket No. 02N-0534, February 04, 2002, “Medical Device User Fee and Modernization Act of 2002; Establishment of a Public Docket”

Dear Docket Officer:

Thank you for the opportunity to respond to Section 206 “Electronic Labeling for Prescription Devices” (New section 502(f) of the Federal Food, Drug, and Cosmetic Act).

The American Association of Blood Banks (AABB) is the professional society for over 8,000 individuals involved in blood banking and transfusion medicine and represents approximately 2,000 institutional members, including blood collection centers, hospital-based blood banks, and transfusion services as they collect, process, distribute, and transfuse blood and blood components and hematopoietic progenitor cells. Our members are responsible for virtually all of the blood collected and more than 80 percent of the blood transfused in this country. For over 50 years, the AABB's highest priority has been to maintain and enhance the safety and availability of the nation's blood supply.

We agree that “the efficient and convenient storage of vast amounts of information, coupled with the ease of its retrieval, and the ability to better manage changing information, are just a few of the advantages that have prompted industries from around the world to provide (and request) information on their products in electronic “paperless” form. It would be a desirable option for blood facilities to receive electronic labeling where possible. However, many of the facilities are not paperless, so it is important that paper copies, as currently received, remain an option.

The American Association of Blood Banks strongly supports initiatives that improve the safety of blood donors and transfusion recipients and stands ready to interact with the FDA as necessary.

Questions concerning these comments may be directed to M. Allene Carr-Greer, Deputy Director, Regulatory Affairs, AABB (acarrgreer@aabb.org).  

Sincerely,

Karen Shoos Lipton, JD

Chief Executive Officer
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