Abbott Laboratories' H VAG 1 test (10/4/89)
DATE: Cct ober 4, 1989
FROM Director, Center for Biologics Evaluation and Research

SUBJECT: Abbott Laboratories' HVAG 1 test for H V-1 antigen(s)
not reconmmended for use as a donor screen.

TO Al'l Registered Blood Establishnments

On August 3, 1989, the Food and Drug Administration |icensed
Abbott Laboratories, North Chicago, Illinois, to nanufacture and
di stribute an enzyne-linked i mmunoassay for the qualitative,
in-vitro, detection of H V-1 antigen(s) in human serum or plasna.
The test is called HVAG 1. As stated in the package insert, "It
is intended to be used as an aid in the diagnosis and prognosis
of patients with HV-1 infection." The | abel does not include an
i ndi cation for donor screening.

The FDA does not recomend the use of this test for screening of
donati ons of either whole blood or source plasma. The purpose of
this menorandumis to declare this position, and explain its
rational e.

The indications for licensure of Abbott's antigen test were

di scussed at a public neeting of the Bl ood Products Advisory
Conmittee on March 23, 1989 in Bethesda, Maryland. At this
neeting the FDA received endorsenment of its positions: a) that
screening of source plasna woul d not add significantly to the
safety of plasnma derivatives, b) that screening of whole bl ood
woul d not add neasurably to the safety of the bl ood supply, and
c) that the test has value for prognosis and other clinica

di agnostic uses. The argunents can be sunmarized as foll ows:

a) argunent agai nst screening of source plasnma donations

Al t hough a study conducted by Abbott Laboratories (S.
L. Straener, et al., JAMA 1989; 262: 64-69)
denmonstrated the presence of HV antigen prior to
anti body in four out of seven source plasma donors
who seroconverted and had sanples stored from

previ ous donations, there is overwhel m ng evi dence
that plasma derivatives no |longer transnit H V. Thus,
the antigen test is unnecessary for screening of

pl asma i ntended for further manufacture into
derivatives.

b) argunent agai nst screeni ng of whol e bl ood donations
The efficacy of the antigen test for "early"

detection of H V-1 infection prior to seroconversion
i n donors of whole blood has been exami ned in Europe



and the United States. Studies in West Gernmany and
Austria failed to reveal a single case of "early" HV
detection in approximately 595,000 screened donati ons
bet ween March 1987 and April, 1988. In the United
States, a study of over 200,000 (now updated to
exceed 500, 000) whol e bl ood donors screened

since January, 1989 was al so negative. In addition,
retrospective testing of the repository of the
Transfusion Safety Study failed to reveal a case
positive for H'V antigen and negative for HV

anti body anong 2,292 sanples fromnmale donors in
areas of high antibody preval ence who were drawn

bet ween Septenber 1984 to February, 1985

Col l ectively, these studies show that detection of
antigen without antibody is rare event in the whole
bl ood donor popul ation (less than one per mllion).
Thus, routine use of the antigen test would not add
significantly to the safety of the blood supply, even
though a person with recent H V infection could
donate prior to the devel opnent of antibodies.

c) licensure as a clinical diagnostic test

The FDA accepted the data of Abbott Laboratories

whi ch indicated efficacy of the HVAG 1 test for
early diagnosis of HV-1 infection in individuals at
high risk, and as a prognostic test to estinate the
risk of progression to ARC or AIDS in asynptonatic,
seropositive persons. The test was therefore |icensed
for its diagnostic and prognostic use.

A simlar recommendati on against antigen testing of blood donors
was publicized by a Select Committee of Experts of the Council of
Europe which nmet in March, 1989 in Innsbruck, Austria. That

group stated that "currently avail able H V-antigen tests will not
add to the security gained by screening of donors with current
anti-H V-1 tests, though the danger of H V transm ssion by

donati ons taken before seroconversion still exists."

Paul D. Parkman, M D.



