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TO: E. Colton
T. C. Drees, Ph.D.
C. McAuley, M. D,

ce: E. Pedor, Ph.D.
M. Haingki, Ph.D,
B. Hartin
K. Martinet
E. Healey, Ph.D.
B. Olivarez

Re: Request from OG0B R.ng,u‘ding Cryoprecipitate Paste
or AHF Obtained fro= EBIG Donotrs

During my meetirngs at O0B August 25, 1982, Dr. Donochue asked to
speak to me for avhile alone. The subject of his discussion was
Cryoprecipitate or AHF obtained from the manufacture of Hepatitis B
. Immune Globulin, ¥e explained that at 003 they had discussed the
possibility of seuding letters to the manufacturers of HBIG, re-
questing them ro wvot use material from HB3Ab doumors for the manu—
facture of AHF. The reason for this s becausz of the possibility
that ASID is & transmispible agent that s c:ansn;itced as_hepatitis B
is, by AHF, Their request wuld be that this material not be used
for the time being, but that we sbould stockpile the cryopracipi-
tate paste¢ on ttm chance that AHF would be eventually exomerated.

i explore tha possibility of our
aending a lettet to the Buregu, in which we voluntarily state that
ve would not uge such material in AHF manufacture, The resson he
would 1ike to gee the minufsctursrs do this is that if the mavufac-
turers did this volunt y rather than OOB reyuiring it by a letter
to cthe manufsCturérs, there would vot be the eventual difficulcy of
thea reversing themselves. In addition, this is a very delicate

B nt_and O0B vlsﬁns to avoid al&!ming the benpo- :
“any other pegment of the population.

philiac comm

Dr. Doncohue said ghar Dr., Mey'er had suggested the possibility of all’
manufacturers amending their License Applications to delete the use
of plasma from HBIG donors in the manufacture of AHF. Bowever, Dr.
Donohue did not want to go to duch lengths, and would rather have &
voluntary halt “for the time being". Dr. Dogohue noted that we pro-
bably would want to explore the l{ability isgues too, since be was
sure the manufacturers wére gefisitive ov this subJect. 1 told him
I would call him after discuseing this ‘with Dr. Drees.
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