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DRAFT

Advisory Committee on Blood Safety and Availability
Minutes

Flrst Meeting April 24-25, 1997

The Acting Executive Secretary called the first meeting of the Committee o order at 8:15 AM and
introduced the 18 members, one consultant and six ex officio non-voting members representing six
Federal Agenciés (see attached list). The committee members were reminded of the information
they were given by mail on ethical aspects of serving on this committee and were referred to the
Office of General Council for clarification, further information, etc., as needed. Dr. Arthur Caplan

then took the Chair.

In opening remarks, the Chairman noted the important advisory role of the Committee, the
importance of the issues to be discussed at this meeting and the need for more than one meeting
annually for the Committee to serve its purpose. He then introduced the Acting Assistant Secretary

for Health (ASH).

The Acting ASH sketched the historical background of the Committee, stemming from a report
commissioned by the Secretary of the Department of Health and Human Services (DHHS) from the
Institute of Medicine (IOM) about the rise of AIDS in the early 80s and the infection of a la:ge portion
of patients with hemophilia by HIV contaminated clotting factor concentrates. To strengthen the
decision-making process, the IOM report recommended the establishment of a Blood Safety
Committee within DHHS under the Department's lead blood safety director (ASH has been so
designated) and of an outside advisory group to consider not only scientific issues but also consumer

and societal factors as they compare risks and benefits of various actions and provide their advice.



This is the first meeting of that outside advisory group. She further outlined the scope of blood safety
activities in the Department and then called upon Agency representatives to describe each individual

agency's cooperative role,

The Centers for Disease Control and Prevention (CDC) is the Federal public health agency that
works with state health officials to detect and investigate threats to public health. With substantial
intramural epidemiologic and laboratory expertise, the CDC can provide a rapid response to
perceived problems for both acute threats and long term studies. Key activities include surveiliance,
epidemiologic investigations of outbreaks from blood and blood products and the development of
prevention and control strategies. They can also provide information as to supply and shortages of
some products, e.g., gamma globulin, both non-specific and specific for certain organisrﬁs. There
are seven sentinel sites around the US to provide early warning about emerging infections. The
Committee is needed to provide wise counsel for making difficult decisions concerning blood safety
in the midst of many societal issues. The CDC also hopes that the Committee will be helpful in

identifying and implementing better ways of risk communication, both known and unknown.

The Food and Drug Administration (FDA} is charged with addressing safety and efficacy as they
regulate blood and blood products, but the issue of how safe is safe enough is omnipresent. In
particular, there are no drugs, biologics or devices that are 100 percent safe. Regulatory activity can
be set at more than one level of safety, but each may have a different effect on supply. A proposal
to test non-virally inactivated gamma globulin for hepatitis C virus (HCV) with a PCR-based
procedure stimulated manufacturers to pull untested material from the markef. This résu_l_f_ed in
critical shortages of some products. This Committee will halp balance some of these competing

priorities in the advice provided to the Department.

The blood safety role of the National Institutes of Health (NIH) and one of its constituent Institutes,



the National Heart, Lung, and Blood Institute (NHLBI) is to support research. Several studies to
reduce the transmission of infectious diseases by blood transfusion and improve safety were cited as
examples. A number of the research resources, past and present, developed under NHLBI support
have been made available to answer current safety questions, including some involving emerging
viruses. The NHLBI works closely with the FDA and the CDC in suppiementing and complementing

their activities with sponsored research.

Ms. Mary Gustafson (FDA) provided the statutory basis for the regulation of blood and blood
products, beginning with Acts passed at the turn of the last century and progressing with
amendments and court decisions to the present. She also discussed the regulation of blood centers
vs transfusion services, devices vs drugs or biologics, intrastate vs interstate, etc. Most importantly,
expecled standards are the same, although the {evel and source of inspections and regulations may

differ.

Dr. Paul Mied (summary mailed to members in advance) provided an overview of FDA policies for
lookback involving various infectios agents, HIV, HBV (Hepatitis B Virus), HCV and HTLV {Human
T-cell lymphotrophic virus). Lookback involves product retrieval, if any has been distributed but not
used, and recipient notification. The most elaborately stated lookback rules are for HIV
seroconverting donors. Atissue is whether or not these other than product retrieval should be
applied to other agents and if so, which ones. This discussion applied primarily to fresh blood
products or components; plasma protein derivatives {e.g., clotting factor concentrates) are quite safe
from enveloped viruses such as HCV because of the virus inactivation procedures uséd in their
purification. There was also mention of reverse targeted lookback, defined as from an ascertained

recipient seroconversion back to the donor and back again to other recipients.

Dr. Jay Hoofnagle (NIDDK) summarized current knowledge of the clinical features of hepatitis C. Its
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