b

.
- -

OZPAATMENT OF MEALTH AND MUMAN .o 1/::-a

JAN 2D 1984

Wy ialerence .e. 8)=37

litchsel 0. rocell, M.D.
Arsour Il.amaceuticsl o,
30) soutl. Arcsdvay
Tarrytosn, WY 10L591

Dsar lx. Redell:

The n;-mnat to your procuct licensa application ror anctibewophilic
ractor (liunan) Lo include an eptional Lyat (rastoent gtep hao beenm

approved,

The dactinc period tor the preduct shall Lo tuo yesars whaa stored at
4=8°C. =ithin thie pering, tha prosvct ray be stored £oF up Co Alx aonths
ot roor Lueparetury met Cu escuss L,

Tha tirst pruduciivu Jut whould be places on stallility foar the entire
dating jeriod. Jasults of this stwiy as well ue Llw Tesults uf enuine
stability studles shuulu ba sulmitted to the ‘Afice of sieloyice foswarch

and Raviev at the sppropriscte incervals.

Plesse subeit tnree coples vu final printed leteliny et the Cius of ude
end incluue part [1 of the tranacittel torm wilh cuapleted ismplementation
infurnation. In avdition, va rfeyuset Lhat sdvertising end prosetivnal
lalmling Le outeitive Zur feview ot Che Ciwe ot initial pudlicaciea eof auy
edvercisvment and at tha time of isitial disseninstion of promocionsl
labeling, '

.

iimeerely yourvs,

/
= I

aleina C. holbar, i1.D.
Actiry Jdrecter

uitice uf Afole,ica hesearch ond .avien
Aticual Wkitar I0F LW'D M. «i0lorirs

®cc: C. kooks, RFN-830

PPEPARED uY 1DUAP1aFteR30 2 Canaskys ] 2=

et |
MEVISLY OY:IFW=N23: . /C10Y a0 .-,--:ﬂ;r ce VEVUP, JP.y YoWe
Fidcernr

catlimanl water *or ITwe sud alele=ics

-

-d D CD . oNEmEAn

—
PILE e | &
: i . essssss|sessncssrncsesfuecsne w
eopy [ 2 i s S
s40314C—MaoO2 .
MDL-936
M0O05756 S

CONFIDENTIAL

PER PRETRIAL ORDER NO. 2

BAYP0005135_0001



&

METHI0S OF VIRAL INACTIVATION CURRENTLY UNDER STUDY

1. WET HEAT 60°C, 10 HOURS

2. DRY HEAT €8°C, 72 HOURS

3. COPPER PHENANTHROLINE

‘4, LIPID EXTRACTANTS

CHLOROFORM, MeClz, EtOAc,’ Hexane, AmOAc

SURFACTANTS - e.g., TWEENS, DEOXYCHOLATE

b.
c. ' ETHER
d. TRI N-BUTYL PHOSPHATE -
e. SUPERCRITICAL GASES
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METHOOS OF VIRAL INACTIVATION CURRENTLY UNDER STUDY

1. WET HEAT 60°C, 10 HOURS

2. DRY HEAT 68°C, 72 HOURS

3. COPPER PHENANTHROLINE

4, LIPID EXTRACTANTS
a. CHLOROFORM, MeClz, EtOAc, Hexane, AmOAc
b. SURFACTANTS e.g., TWEENS, DEOXYCHOLATE
c. ETHER
d. TRI N-BUTYL PHOSPHATE

e. SUPERCRITICAL GASES
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EXPERIMENTAL PROTOCOL
All quantizations of the SAIDS asgent will be performed in tissue culture.

Spike human plasma with concentrated SAIDS agent. Determine its distribu-
tion during cryoprecipitate collection (precipitate and effluent).

Spike dissolved human cryoprecipitate with concentrated SAIDS agent.
Determine 1ts distribution during isclation/purification of ARF
concentrate. The concentrate product is used for in vivo transmission

aexpariments.

.. .

Spike ANF concentrate vith concentrated SAIDS agent. During inactivation
procedure (heat, e.g.) follow the inactivaticn kinetics. The final '.
treated product is used for in vivo transmission experiments.

-

o~ . A TTLARe e
' Ut~ mOOTDZO

%4 3
s
w
- el . o e’ U—— i = G g & - ot
T o N N SN ST b et i S A 8 S 1 . o
MDL-986 -
CONFIDENTIAL
PER PRETRIAL ORDER NO, 2 MO05350 s

BAYP0005135_0004



2‘";

MILESTONES
———————————————— ]
EVENTS - | DATE
HBY CHIMP INACTIVATION STUDY - BEGIH o 1984
COMPLETION OF ABOVE Sesnvsapsesntiarmmspaveseninnpovannnessy B TG
INITIATE PREPARATION OF PR LOTS wevveessnssnrsnnesnesnaces Q3 1984
COMPLETE ASSESSMENT OF CuPh INOUCED PROTEIN CHANGES ........ Q3 1984
FILE PLA AMENDMENT Q3 -1985
FEASIBILITY STUDIES WITH INACTIVATION STUDIES Q3 1504

CHIMP STUDIES WITH PREFERRED METHOD ee.vnevveeeesenensonsss Q4 1984
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