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July 10, 2002
Dockets Management Branch (HFA-305)

Food and Drug Administration

5630 Fishers Lane, Room 1061

Rockville, Maryland  20852

Re:
Docket 02-D-0081:  Draft Guidance for Industry: A Modified Lot-Release Specification for Hepatitis B Surface Antigen (HBsAg) Assays used to Test Blood, Blood Components, and Source Plasma Donations.

Dear Docket Officer:

America’s Blood Centers (ABC) commends the Center for Biologics Evaluation and Research for its proposal to increase the sensitivity requirements for HBsAg assays used to screen blood, blood components, and Source Plasma donations.  The safety of the blood supply depends in large part on accurate donor screening tests and the adoption of more stringent standards for test sensitivity will help assure that all patients receive the safest possible blood transfusions.

ABC agrees that the proposed minimum sensitivity of 0.5 ng HBsAg/mL is a reasonable interim sensitivity measure.  We also agree with the need for a step-wise change in lot-release specifications to avoid disruption of the availability of HBsAg assays for blood and Source Plasma establishments during the implementation of such changes. 

According to the draft guidance, CBER is considering a lower limit of detection capability of 0.2 to 0.3 ng HBsAg/mL, based on the sensitivity of investigational tests.  ABC urges CBER to license such investigational tests as rapidly as possible so that this lower limit of detection can become the standard.

ABC requests that the Final Guidance become effective only after assays commonly used by collecting facilities meet these new standards in order to avoid disruption that would be caused by the adoption of assays from different manufacturers using a different format (e.g., microplate vs. beads, different washing procedures and incubation times, different computer interfaces, etc.).  One hundred percent of the 7.2 million ABC member collections are screened by either by the Auszyme Monoclonal (Abbott) or by the Ortho Antibody to HBsAg ELISA Test System 2 (Ortho), neither of which meet the proposed 

standards 100 percent of the time.  

Thank you for the opportunity to comment on this proposal.  For your information, America’s Blood Centers represents independent community and regional blood centers that provide nearly half of the nation’s volunteer donor blood supply.

Yours truly,
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Celso Bianco, MD

Executive Vice President
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