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May 16, 2002

Dockets Management Branch (HFA-305)

Food and Drug Administration

5630 Fishers Lane, Room 1060

Rockville MD, 20852

Re: Docket No. 00D-1542: “Draft Guidance for Industry on Electronic Records; Electronic Signatures, Time Stamps”

Dear Docket Officer:

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 stem 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. 

The AABB appreciates the opportunity to comment on this: “Draft Guidance for Industry on Electronic Records; Electronic Signatures, Time Stamps.”

The AABB congratulates the FDA on this draft guidance. It is direct and to the point and written using language that is clear and easy to understand. The draft guidance addresses issues that are clearly important. The AABB especially appreciates inclusion of the discussion in section 5.3 Time Zones, particularly the description of a workaround that can be used if the time zone reference is not included in the time stamp itself or as part of the human readable form of the time stamp.  The ability to have readily available systems documentation that clearly explains what time zone references apply will permit blood bank computer systems time to implement a change to incorporate the time zone reference in the time stamp itself.

The AABB appreciates this opportunity to comment.  Please direct any questions or comments to Kay Gregory, Director, Regulatory Affairs, at (910) 842-2790 or kayg@aabb.org.

Sincerely,

Dale Malloy

President
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