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September 23, 2003

Dockets Management Branch (HFA-305)

Food and Drug Administration

5630 Fishers Lane, Room 1061

Rockville, MD 20852

Re: Docket No. 2003D-0236: Draft “Guidance for Industry: Revised Recommendations for Donor and Product Management Based on Screening Tests for Syphilis”

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 FDA draft “Guidance for Industry:  Revised Recommendations for Donor and Product Management Based on Screening Tests for Syphilis” issued June 2003 is intended to replace the previous recommendations contained in a memorandum to Registered Blood Establishments dated December 12, 1991. The issue of syphilis testing of blood donors has been addressed at two BPAC meetings in that interim (1994 and 2000), and AABB is appreciative of FDA;s efforts to update the guidance material. We find, however, that the changes are not practically substantive.

For example, the guidance permits a blood center that routinely uses a treponemal-based assay as the test of record to use a nontreponemal-based assay for confirmation. The results, when negative, may be used for re-entry of the donor. From an operational standpoint, this is not practical, as subsequent donations from the re-entered donor will be tested using the treponemal-based assay routinely used by the blood center. Based on scientific evidence cited in the draft guidance, “with few exceptions…results of tests for treponemal antigens remain reactive for specific antibodies throughout an individual’s life.” Thus, the test on the next donation again will be reactive.

The guidance offered in III.C. is another example of impracticality. The guidance states that units that confirm negative can be released to inventory for transfusion, if they are labeled “reactive by a screening test for syphilis and negative by (specified confirmatory) testing.” This approach indicates that FDA has no concerns regarding the safety of the unit and in fact recommends that such units be “released for transfusion.” By requiring this special label on the unit, however, it will appear to be less safe than another unit. Units labeled in this manner will not be acceptable to patients or to their clinicians.

Figure A (algorithm when a nontreponemal-based assay is the test of record) contains Footnote 2, which states that “A fresh sample from the same donor may be used” to perform FTA or another confirmatory test.   

· This same footnote does not appear on Figure B (algorithm when a treponemal-based assay is the test of record).  We request that FDA explain the reason for this variation, or add this footnote to Figure B.

· When the result of the confirmatory testing performed on this fresh sample is negative, the unit can be released to inventory (subject to III.C.). This appears to be inconsistent with other FDA recommendations and industry practice: that the test of record sample is the same one carried through confirmatory testing. We request that FDA explain the rationale behind this footnote.  
· The flowcharts are intended to summarize the verbal text of the document, yet the option to use a fresh sample for confirmatory testing is not stated in the text in III.A.  

FDA is not consistent in the terminology used to describe results of confirmatory testing.  “Non-reactive” and “negative” are used interchangeably. In addition, the content of the flow charts and the text in the body of the guidance do not match. We request that FDA harmonize the terminology used to describe the results of confirmatory testing, and verify that the text and the flow charts are consistent.

The AABB agrees with the recommendations in III. D. concerning lookback, quarantine, and consignee and recipient notification. 

In conclusion, the AABB appreciates efforts to update guidance material on syphilis testing, but finds the options offered to be impractical. The AABB especially appreciates the fact that FDA released this document in draft form, giving the AABB an opportunity to provide its insight and ask questions. The AABB is concerned about the safety of patients and donors and stands ready to interact with FDA as needed.

Sincerely,

Roger Y. Dodd, PhD

President
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