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C=.':C ; we :;ere rot.i Ted cy t!ie r nenica.n "azional Red Cross t:iat an 
lnCiviuual 7:no donated vinoie ob oe in ere of their Southern California 
centers in 982 died or Acquiret c,une Deficiency SynoroC.e HICS, 
in May, 1:S3. They informed us tnat the plasma from that donor'S whole 

blood unit nac7 teen scent to us for :cessira in of 1 2. 

a n oer of y^nL°r'seticns ait.'', 
Centers for Corz oi , arc the 

during his illness, we are convinced 
have AIDS. 

t'._ .-ericar ,;.t ional red Cross, thee 
•;nc treated the donor 

ti.^t this individual di a in fact 

Our records show that the }oQl containing this plasma was processed to 
Antihemoohilic Factor (Human) and Factor IX Complex (Human). In addition, 
several lots of Normal Serum Albumin (Human) and Immune Serum Globulin 
(Human) were manufactured from the pool. The -AHF -and•NSA lots were 
,distributed by the Red Cross while the Factor IX and ISG were distributed 
by Hyland Therapeutics. 

Although there is at present no clear scientific evidence linking the 
transmission of AIDS to Blood Products, it is Travenol 'S position that 
under the present ci rcunistances, 4recal i of-,untreated •-.coagulation 
products: rep esents a.. ptudent__cburse,.oi c:tj,on., Ile therefore initiated 
a volunta-ry recall of two lots of Factor IX Comolex (Human) on August 
25, 1983. 

in. separate :action, the :Amer: an _,tat ional ed `Gross t~etaT12 the-:Iwo 
Ants• of -Ant~hemophili•c-faotar. .Human)--Mhich `were manuf-ac-tur-ed :;fr-orn=the 
affected 000 l -. 
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Prior to initiating the recall, I called Sa.'nmie Young, Director of 
the Division of Canpliance and Madge Crouch, Acting Deputy Director 
of the Office of Siolo ics, to discuss the circumstances and advise 
then of our intentions. 

On Monday, August 29, 1983, I met with Mr. W. R. Teachworth of the 
Los Angeles District Office of the Food and Drug Administration. 
Parti;;:::ars a_ _.-_ rcccil including a sample of the Recall Letter and 

::ic::gas used on the recalled lots were furnished to Mr. 
'JJ orth.. Subseauently, at Mr. Teac:^.North's request, he was provided 

with cc:ies of nrocessine records establishing the traceability of all 
products manufactured from the involved plasma pool. 

At .:e ..re not co te~u _t_ S recall of the immune Seru.•n 
Gicbul n :- and aanufactured .ran the pooi. It is our observation 
that the concerns which have been voiced by the scientific 000munit%,
regardin_ toe safety of iiiooi Prci:uct,s'. :aanuiaCtured frau i:oois 
car.ta ni g ?Ia_ a at incrasd - for -\IDS have peen directed 
toward the coa uiation products - oarti:.uiarl4 Factor :111. I: Our 
opinion. zhee woui.. be ._:zje, ~_ . s,.i ntif_,. _, -.:ppo t :jr ;i 
recall Q- nunc :,e_., .. iJbu _n. -.J. ai Sru : .gib- in or . io":aa 
Protein ....Jz . - , .t is or un ;o. t:i.^. is .. c~ +e' t.. t t. cross ` ha s :lij0 
arrived at this : usicr aai ..... not _..t..... to L:iii :; e . . .:........: 
manufactured fran this ao0i. 

If I can be of an. further servioo, iase fcdi :roe to caU. 

Sincereh~~._._._. 

GRO-C 

NJilliam R. Srigie)-
Director of Regulatory Affairs 
and Quality Control 
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