&nlpha THERAPEUTIC CORPORATION

5555 Vallev Boulevara, Los Angaimy, CA 90032

Magch 15. 1983

John C. Petricciani, M.D.

Ditector

National Canter for Druge and Biologics
Pood and Drug Adainistcation

6000 Rockville Pike

Bethesda, MD 20205

Dear Dr. Petricciani:

As you know, medis coverage of the current epideaic of Aecguired
Iamune Deficiency Syndtome (AIDS) has included speculation that
the presence of anti-HBc satRers say be positively correlated
vith the occurcence of AIDS. Some have suggested routine *
anti-HBo screaening of blood and plasma donote as 4 mesns of
teducing the risk ot contaminatios of blood preducts by the
putative inafectioue agent of AIDS.

1t is our inteat to producs for test marketing puzposes one or
®more lots of Antinemophilic Pactor (Ruman) derived ffom plasms
tested and found to De nagative for anti-ERe. With sueh lots,
ve hope to gauge whethez this product would fulfiil a need
within the domestic marketplace. We seek PDA's comments on
this proposal.

We intend to perform suti-Kic testing on all donors (dotd
iaitial and repeat) at approximstely thzee Alphas plasmaphezesias
facilities. Use of more than one Alpha faeility is necessary
to rapidly accumulate a quantity of anti-EBc tested plasms for
production purposes.

Donozs found to be positive for anti.NBc will be permanently
gejected as plasas donors. Any plassa collected from such
donocs after the positive anti-HBc result will be witbheld fros
aanyfactute of non-heat treated products, i.e.. Anti-hemophilie
Factor (Ausan) and Peeter IX Complex (Human). However. Bo
action will De taken with respect to plasas units collected
pcior to the positive anti.KBe result.

We iotend to make no promotional claims for anti-NBCc negative
AHr. Very soon, we will submit eur proposed ladbeling for this
product. We intand to utilize an adnesive sticRer 1adel simply
ipdicacing that the product has been derived from plasma tested
and found to be negative for anti-HEe.
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In addition, we plaa to tevise our labeling for sll
Antihemophilic Facter (Wuman) products (including anci-Hme
negative AHP) to include a cautionary statemest tegacding
potential transmissios of AIDS by blecd products. Sueh
labeling will not be initiated unti) FDA approval is obtained.

In light of the urgent need to address the AIDS crisis in terss
of the hemophlliac population, ve request the Office of
Biologics' prompt review of this propesal. If fucther
information is needed. pleass do not BDesitate to contact me at
(223) 22%-2221.

Very truly yougs

GRO-C i

Marietts Care
Vice President
Regulatory Aftairs

¢c¢: B. Pedor.
D. Gury
B. Hacrtin
L. Jobmnson
B. Mealey
J. Tutekjian
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