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May 16, 2002

Dockets Management Branch (HFA-305)

Food and Drug Administration

5630 Fishers Lane, Room 1061

Rockville, MD 20852

Re: Docket No. 02D-0096: Draft Guidance for Industry: “Use of Nucleic Acid Tests on Pooled and Individual Samples from Donors of Whole Blood and Blood Components for Transfusion to Adequately and Appropriately Reduce the Risk of Transmission of HIV-1 and HCV”

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The AABB appreciates the opportunity to comment on this Draft Guidance for Industry: “Use of Nucleic Acid Tests on Pooled and Individual Samples from Donors of Whole Blood and Blood Components for Transfusion to Adequately and Appropriately Reduce the Risk of Transmission of HIV-1 and HCV.”

The AABB agrees that licensed NAT should be implemented and that it is no longer appropriate to rely solely on other tests for HIV-1 and HCV, such as those for antigen and antibody. AABB also appreciates the recognition of complex issues surrounding implementation of nucleic acid testing in the transfusion setting and agrees with the recommendation to implement a licensed NAT within 6 months of the final guidance.

Section IV A, The Reporting Requirements for Licensed Blood Establishments

These requirements are clearly stated and are appropriate.  

Section B, Labeling Requirements

The AABB has concerns about Section B. Labeling Requirements.  This section recommends revision to the Circular of Information to include NAT and delete reference to HIV-1 antigen testing.  This section provides two statements to be used, one for pooled sample and another for individual sample testing.  AABB requests that the requirement to specify pooled or individual sample testing be eliminated for the following reasons:  

· Currently all blood establishments use the Circular of Information that is prepared jointly by AABB, American Red Cross, and America’s Blood Centers.  It would be unnecessarily burdensome to prepare, print, and maintain two different Circulars in which the only difference would be the statement concerning NAT. 

· In addition, it is our understanding that while the software used for management of NAT maintains all data and records including the mode of testing, test results, repeats, discrimination etc, only the unit identification and test results are communicated to the labeling system. Thus, at the time of labeling, the approved computer systems used in blood centers are unable to provide information about whether single or pooled testing was used.  In order to provide this distinction, the interface between NAT management software and the main system would need to be changed, requiring considerable time for development and validation. Doing this would delay the use of labels for many months.

· The AABB is also concerned about the public perception concerning components with different labels on the shelf of a hospital blood bank.  There is minimal difference between risks of disease transmission of individually tested units versus those tested in pools. The proposed labeling distinction seems to exaggerate the difference and could easily be misperceived.

The AABB requests that this language be changed to the following:  

 “Licensed nucleic acid tests (NAT) for HCV RNA and HIV-1 RNA have been performed and found to be nonreactive.”

These same concerns apply to labeling for blood components intended for further manufacture into injectable or non-injectable products such as recovered plasma.  The AABB requests that the language proposed above be permitted for both recovered plasma and for Source Plasma collected from infrequent volunteer donors. 

Finally, the AABB notes that the next version of the Circular of Information, currently under review at the FDA, and scheduled to be made available for use as soon as it is finalized, no longer specifies the specific tests that are performed. Instead, the new Circular of Information utilizes the same approach as the FDA final rule, “Requirements for Testing Human Blood Donors for Evidence of Infection Due to Communicable Disease Agents” (66 FR 31146 at 31162 - June 21, 2001). This rule requires that manufacturers “perform one or more such [screening] tests as necessary to adequately and appropriately reduce the risk of communicable disease.”  The rule lists the disease agents, but does not specify the exact test.  The preamble to this regulation explains that the standard for adequate and appropriate testing will change as technology and other circumstances change, and that FDA intends to regularly issue guidance describing those tests that would adequately and appropriate reduce the risk of transmission of communicable disease agents (66 FR 31146 at 31149).  The AABB Circular of Information Task Force followed this principle in revising the current Circular and lists the agents as Human Immunodeficiency Virus, type 1; Human Immunodeficiency Virus, type 2; Hepatitis B Virus; Hepatitis C Virus; Human T Lymphotrophic Virus, type I; and Human T Lymphotrophic Virus, type II; and syphilis.  Thus, it is clear that the blood unit has been tested for these specific agents by the current licensed tests, but it will not be necessary to reprint the Circular each time a new testing technology is licensed.

The AABB requests that the requirement to list NAT testing and delete reference to HIV-1 antigen testing be recommended for the existing current Circular of Information only, and that it not be required in the upcoming Circular of Information.
The AABB also requests that additional information be added to this guidance concerning expected labeling for autologous units including those autologous units that were never tested by NAT, but are available as frozen units intended for future use.

Implementation:

Finally, because draft guidance is not intended for implementation, the AABB appreciates clarification by the FDA that if the licensed NAT manufacturer’s instructions permit discontinuation of HIV-1 antigen testing, these provisions may be implemented prior to issuing a final guidance. 

The AABB appreciates the opportunity to comment on this draft guidance.  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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