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November 21, 2003

Division of Dockets Management (HFA-305)

Food and Drug Administration

5630 Fishers Lane, Room 1061

Rockville, MD 209852

RE: Docket 03D-0204 “IRB Review of Stand-Alone HIPAA Authorizations Under FDA Regulations” Final Guidance, November 07, 2003

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 progenitor 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 is pleased to have this opportunity to comment on the “IRB Review of Stand-Alone HIPAA Authorizations Under FDA Regulations” final guidance issued through the Federal Register on November 7, 2003. We appreciate the clarification of a “stand-alone” HIPAA authorization (to use and/or disclose the individual’s identifiable health information for a research study) that does not require an IRB review vs. a HIPAA authorization that has been combined with an informed consent document, otherwise known as a “compound authorization,” that must undergo IRB review. It is stated in the final guidance that “FDA does not intend to take enforcement actions against IRBs that decide not to review stand-alone HIPAA authorization even where an IRB’s written procedures would otherwise require this review and/or approval.”  

Blood collecting facilities and hospital transfusion services across the nation have engaged in the IND (Investigational New Drug) process more frequently over the last few years in a continuing effort to improve the safety of our blood supply. For many of the facilities, it is the first time they have interacted with Institutional Review Boards (IRBs), and for some this has been complicated by HIPAA (Health Insurance Portability and Accountability Act of 1996) rules that have come into being during the same period of time.    

Beginning in 1999, testing for HIV and HCV was the focus of IND studies via Nucleic Acid Amplification Testing (NAT). This continued for approximately three years. Through the winter months of 2002 and 2003, the infectious disease testing laboratories that support the nation’s blood collecting facilities worked diligently with the test kit manufacturers to develop a process whereby NAT technology would be available for the 2003 West Nile Virus (WNV) season.  Beginning in the summer of 2003, WNV testing was introduced across the nation under the auspices of several INDs.  

Blood collecting facilities and testing laboratories are still cooperating with the WNV INDs in an effort to assess the effectiveness of the test systems in detecting viremia in the blood samples of apparently asymptomatic blood donors. One additional aspect of the project has been to assist Public Health Service (PHS) entities to evaluate possible cases of transfusion-transmitted WNV disease. Many blood collecting facilities are not covered entities under HIPAA, but engaging with PHS entities has brought them into contact with issues related to potential Protected Health Information (PHI).  

Providing and obtaining informed donor consents is not new to the blood community and, in fact, is a hallmark of AABB accredited facilities. However, enrolling donors in investigational testing programs and follow-up studies to evaluate reactive results has presented new challenges as issues of HIPAA and/or IRB review arose.

This clarification of what is, and what is not, required to be reviewed by an institutional review board as it relates to informed consents and/or HIPAA authorizations is very helpful to the blood community.  

The American Association of Blood Banks strongly supports initiatives that improve the safety of blood donors and transfusion recipients and stands ready to interact with the FDA as necessary.

Questions concerning these comments may be directed to M. Allene Carr-Greer, Deputy Director, Regulatory Affairs, AABB (acarrgreer@aabb.org).  

Sincerely,

Karen Shoos Lipton

Chief Executive Officer
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