

13 November 2001

Dockets Management Branch, HFA-305

Food and Drug Administration

5630 Fishers Lane, Room 1061

Rockville, MD 20852

Subject:  Draft Guidance entitled,  “Guidance for Industry: Biological Product Deviation Reporting for Blood and Plasma Establishments (August 2001), “ Docket No. 01D-0220

Dear Sir or Madam:

Alpha Therapeutic Corporation (ATC) is pleased to provide comments on the Food and Drug Administration’s (FDA) Draft Guidance entitled, “Guidance for Industry: Biological Product Deviation Reporting for Blood and Plasma Establishments (August 2001).”  ATC is a major producer of Source Plasma and a fractionator of Source Plasma products.  ATC’s comments to key issues are as follows:

Section IV. A2 (ii) states:
“A biological Product Deviation Report is required when any of the following

events occur and products are distributed: Donor’s Hemoglobin or hematocrit

is unacceptable. 

Alpha Therapeutic Corporation believes that unacceptable hemoglobins and

hematocrits are donor safety issues that do not affect the safety, purity or

potency of the Source Plasma product.  ATC is requesting that the requirement 

for this type of Blood Product Deviation be eliminated as a reportable event.

Section IV A. Donor Suitability (page 17) of the Draft Guidance states:
“Other similar situations that would be reportable as an unforeseen or

unexpected event that may affect the safety purity or potency of previously

distributed products include: The donor tested negative, products were

distributed, and the donor subsequently tested positive for any viral marker.

ATC is concerned about increased reporting requirements and is requesting

clarification on the Submission of BPDRs for subsequent positive tests for viral

markers on a donor that previously tested negative.  ATC believes that these

events are not considered to be “unexpected” or “unforeseeable” events and that

ATC has many safety measures in place to reduce the potential risks associated

with these types of events. Such safety measures include donor screening, the

viral marker standard, PCR testing, and inventory hold.  Additionally, lookback

procedures capture units held in inventory that are labeled and destroyed,

removing them from use in further manufacturing,  

Regarding new travel questions added to the  donor history questionnaire:

The guidance language implies that BPDRs will be required for donors that

become deferred as a result of the new donor screening issues.  This would be

best exemplified by the recent Draft Guidance entitled, “Revised Preventative

Measures to Reduce the Possible Risk of Transmission of Creutzfeld-Jakob

Disease (CJD) and Variant Creutzfeld-Jakob Disease (vCJD) by Blood and Blood

Products (August 29, 2001)”. 

New travel questions included in this screening process may require deferral of

the donor. The current guidance language implies that BPDRs will be required for

these donors and ATC believes that this will create an increased burden on their

resources and is a time consuming, inefficient means for reporting the impact of

the new screening questions.  ATC requests that an alternate mechanism to

increase the efficiency of this data collection is considered by FDA.

Respectfully yours,

Paul Novikoff

Manager, Regulatory Affairs
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