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ne we «ere notified by tne Americzn Lational Red Cross tnat an

in ual wno donated wnoie 51006G in cone o7 their Socuthern California
cer in uu.y, 1882 diec o7 Acguirec Immune Dericiency Syndrome (AICS)
in 1683, They informed us tnat Tne ziasmé from that donor's wnoie
o3 1T n&d cesn 58nt IO US TOr rolS33ing in Juiy of 1%al.

After z numcer C©f conversaticns with T ~erican ational Red Cross, ine
Cenzers ior lisszse Cu.-:,n, &nc the o ,s':z;ns wnG treated the donor
during Ris illness, we are convinced that this individual dic in fact
have AIDS.

Our records show that the Pocl contzining this plasma was processed to

Antihemopnilic Factor (Human) and Factor IX
severz]l Tots of Normal Serum Altumin (Human) and Immune Serum Glodulin
(Human) wer2 manufactured from the pcol. Fhe ‘AHF-and~NSA lots were
distributed by the Red Cross while the Factor IX and ISG wera distributed
by Hyland Therapeutics.

Compiex (Human). In addition,

ific evidence linving the
transmissicn of AIDS to Blood Products, it is Travenoi's position that
under the present circumstances, arecali of untreated -coagulationg
products_.represents.a prudent:course of action. e tnerefore initiated
a voluntary recall of two lots of Factor IX Complex (Human) on August
25, 1983.

dn.separate :action,the American Hational.Red: Cross +&talTed “thestwo
4nts -of Antihemophilic Factor-{Human)-which were manufactured:from-the
affected <pool-
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Prior to initiating the recall, I called Sammie Yourg, Director of
the Division orf Compliance and Madge Crouch, Acting i Weputy Director

f the 0%ice of Biologics, to discuss the circumstances -nd advise
them of our intentions.

On Monday, August 29, 1983, I met with Mr. W. R. Teachworth of the
Los \nzeles District Office of the Food and Drug Administration.

3 o7 the recall including a sample of the Recull Letter and
a7 was used on the recalled lots were furnished to Mr.
auently, at Mr. Teachworth's request, he was provided
cessing records establishing the traceability of all
raed from the involved plasma pooi.
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At are not comtempilating recall or the immune Serum

Giod manuractured rroa the pool. It is our observation

that th ncerns wnicii have bee cad entiric community .
regzardi g ety or Slood Pr >d £ro;m voois

Containing pigsnz at incroased peen diracted

toward the co ag latan products r viii. In our
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If I can be of any further service, please ool rroe to calil.

Sincerels,
GRO-C
William R, Srigley
Director of Regulatory Arffairs
and Quality Control
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