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s Potential AIDS Donor

W.F. Schaeifier F. Geks J. Rran

X. Fischey J. Hjerth. J. Zxxsall
- J. Cherry R. Reqsell A, ey
. B. Mcdersbach M. Sterpberyg . E. otter
G. Nalagmura .

We received notificatien frew Jackie Parrish from iz Orlando Blocd
Center that a doror bled on November 11, 1982 may hxve ALDS. The
blasxa was processed into 3 Jot of Keateds (NC 8434) == the 2783 vials §
w2re released onm Maxch 14, 1985. The prodcet has te= distrituted N
the field. Contsiderirg the recent Hylamd reczll of frrisplex and

the adverse putlicity relative to AIDS in the madia, “»= zet ca .
Fay 31, 1983 0 consider the comrse of actioca for th2s sitarien. .

¥e agreed that firther clinical information wes reci==d to 25tess the
diagnosis of AIDS. Dr. Rousell contacted the comnty ~=alth wuthority
and fond that the denor was admiteted to Licerns Kospizal en April 39, -
1983, E= vas a sexeally active haosexual and comslzined of dizzipess,
fever, sore.tirzat and sollen glands. The exminatiza revealed high
fever, swollen regiomal lymoh glands, acute and chrocic Tecral aod
abdominal blesding, berpes I and II lesicas 2ad goretThea. He aiso
had a yeast-lik2 streproccal throat infection amd z=e>:i3sis. The
laborutory tes<s were Teyorted ¥o be inccnclusive fos AIDS. He was
discharged £ro= the hospital on May 6, 1983 and hac eoy classified

2s 3 pertanent donor reject by the coumty health arorities ad
plasm centers. All cmtact with this damor bas beem lost and we
could ot copfirz the Tor that he kad subseguently died. ¥e agtemd
that the diagnesis for AITS could not be absslurely ==nfi based

e the availsdle inforsetien.

I contected Drs. Ptg‘:'iod:n.i and éahue of t?eeﬁ <o solicit their
Tecameandations on this situation. Their suggestios w2s that we pot
take any action to recall this Iot wntil after a rescing in Washington
next week. They feel that the risk is not definable in these sitatims,
and 3 precedent could be established whereby the siTiy of corcentrates
wld be jecpadized beczuse of the large number of actaatial AIDS donors.
The meeting nixt week will imvolve the four mamufaciicers of coocenxtrates ,
- the FO{, the COC, the Blood Advisory Panel and reprecectatives from the
user‘s  (the National Hemophilia Faundation, for exm=le). The purposs
of this meeting weuld be to develop a working princinle to use in these
siuations. The FDA is zwire of the legel implicatizas in thmse cases = 4
will attezpt o assist the industry via appropriate sstian. They atvc - v
soliciting any recamendaticns that we might have c= working primiples. i

Based on the rezaomendarions of the FDA and the lack of absoluts amfire . ' .
maticn of 3 diagnosis of AINS for the domor, we agre=d to pastpane Koy :
decision wnril pext week. .
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To: Those Listed Date 6/1/83
From: S.J. Ojala
Subject: Potential AIDS Donor Copies to:
W. F. Schaeffler F. Geks J. Ryan
K. Fischer J. Hjerth J. Huxsoll
J. Cherry R. Rousell A. Leong
B. Modersbach M. Stemberg E. Cutter
G. Nakamura

We received notification from Jackie Parrish from the Orlando Blood
Center that a donor bled on November 11, 1982 may have had AIDS. The
plasma was processed into a lot of Koate (NC 8454) and the 2783 vials
were released on March 14, 1983. The product has been distributed to

the field. Considering the recent Hyland recall of Autoplex and

the adverse publicity relative to AIDS in the media, we met on

May 31, 1983 to consider the course of action for this situation.

We agreed that further clinical information was required to assess the
diagnosis of AIDS. Dr. Rousell contacted the county health authority
and found that the donor was admitted to Lucerne Hospital on April 30,
1983. He was a sexually active homosexual and complained of dizziness,
fever, sore throat and swollen glands. The examination revealed high
fever, swollen regional lympth glanse, acute and chronic rectal and
abdominal bleeding, herpes I and II lesions and gonorrhea. He also
had a yeast-like streptococcal throat infection and ?77??7?777.* The
laboratory tests were reported to be inconclusive for AIDS. He was
discharged from the hospital on May 6, 1983 and has been classified
as a permanent donor reject by the county health authorities and

plasma centers. All contact with this donor has been lost and we

could not confirm the rumor that had has subsequently died. We agreed
that the diagnosis for AIDS could not be absolutely confirmed based

on the available information.

I contacted Drs. Petricciani and Donahue of the FDA to solicit their
recommendations on this situation. Their suggestion was that we not

take any action to recall this lot until after a meeting in Washington

next week. They feel that the risk is not definable in these situations,

and a precedent could be established whereby the supply of concentrates,
would be jeopardized because of the large number of potential AIDS donors.
The meeting next week will involve the four manufactures of concentrates,
the FDA, the CDC, the Blood Advisory Panel and representatives from the
user’s (the National Hemophilia foundation, for example). The purpose

of this meeting would be to develop a working principle to use in these
situations. The FDA is aware of the legal implications in these cases and
will attempt to assist the industry via appropriate action. They are
soliciting any recommendations that we might have on working principles.

Based on the recommendations of the FDA and the lack of absolute confer-
mation of a diagnosis of AIDS for the donor, we agreed to postpone any
decision until next week.
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