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ACTS IN 3LO2D 2RODUCTS

THANK Y2U TOR YDUR TELZX OF 16 JUNE ON THE ABOVE SUSJEICT.

CZRTAIN 27 THE SPEZCIFIC QUESTIONS YOU ASK RZQUIRZ RISPONSES

IN MORZ DETAIL THAN THE INFORMATION WE HAVE -AVAILABLE AND THESE

HAVE 3 REFERRED TO OQUR ASSOCIATE COMPANY IN THE USA FOR MORS

COMPRIHINS| VI RESPONSZIS. THEST LATTER wWILL 35 TRANSMITTED TO

YO AS SOON AS THEY ARS AVAILA3LE 7D US.

IN THZ INTERIM OUR RESPONSIS TO THE POINTS YOU RAISE ARS AS

SOLLOWS: _

1. OUR COMPANY MANUFACTURSRS FACTOR VI11 CONCENTRATE (TRADE NAMES
CACTIRATE AND HIGH POTENCY FACTORATE) I[N THE USA AND THESE
SRODUCTS ARE IMPORTED AND SOLD [N THZ UK. APPROXIMATE ANNUAL SAE
JF THESE PRODUCTS ARE AS FOLLOWS:

FACTORATE 15 = 20 MILLION 1U

HIGH POTENCY FACTORATE 1 - 1.5 MILLION U
SUPPLIED IN VIALS 2F VARYING POTENCIES TO MEST THE NEEDS OF
IND|VIDUAL CENTRES.

2. SOURCE PLASMA 1S OF USA ORIGIN AND 2ROCESSING OF THIS TO
THE T INISHED PRODUCT ALSD TAKES PLACE IN THE USA.

3. ALL PLASYA 1S COLLECTED AT FDA LICENSZID CENTRES.

ROUTINELY ALL PLASMA USED IS COLLE AT SLASMAPHERESIS
CENTRES OWNED 3Y PLASMA ALLIANCE, “HICH AS “ITH ARMOUR
SHARYACSUTICALS 1S A SUBSIDIARY OF THE REVLON HEALTH CARZ
GROUP. THEISE CENTRES AREZ LOCATED AS “ILLYS:
AKRON (DH), ATLANTA (GA), CHATTANDIGA (TN), CLEVELAND (OH),
COLOM3DS (OH), DAYTON (OH), KNOXVILLE (TN), LEXINGTON (KY),
LOUISVILLE (KY), NASHVILLE (TN), OKLAHOMA (DK), OMAHA (N3),
W.LATAYETTE (IN), UNIVERSITY OF MINNZSOTA (MM), ST.PAUL (MN).
ON DCCASIONS ©LASMA HAS ALSO BESN 28TAINED FROM OTHER F)A-
LICENSED CENTRES. :

ING FURTHER INFORMATION ON THE NAMES AMD LOCATIONS

MTRIS TROM THZ USA.
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L2 MINLY USA PLASMA S USED.

3TLIZVE THAT THI COWPREHINSIVE LASTLLING AND RECORD
REQUIREMENTS OF THE FDA COJE OF . FEDIRAL REGULATIONS AND THE
ADDITIONAL CORDORATE

LEVEL AS YWELL AS CENTRE.
THZ USA.

5. PLASMAPHERISED PLASMA 1S COLLECTED FROM THE PLASMA ALLIANCE

CENTREIS AND PROCESSED AT ARMOUR. PHARMACEUTICAL COMPANY, KANKAKEZ,
ILLINOIS., WE BEL[EVE THAT PLASMA FROM SEVERAL CENTRES IS USED

IN THE PRODUCTION OF A BATCH OF "MATERIAL.

7. NONE OF THEZ °PLASMA ALLIANCE CENTRES ARE LOCATED IN ANY 9F THE
AREAS ASSOCIATED WITH HIGH RISK OF AIDS TRANSMISSION. WE

Vi SELIEVE THIS TO BE ALSD THE CASE %ITH DTHER CENTRES USED BY

% ¢ THE COMPANY. THUS DUR FACTORATE PRODUCTS WILL NOT CONTAIN
MATER AL DERIVED FROM PLASMA COLLECTED IN THESE AREAS.

8. WE CONFIRM THAT ALL PLASMA USED [N THE °RODUCTION OF QUR 3L0O0D
PRODUCTS (S NOW COLLECTED [N CONFORMITY WITH THE FDA DIRECTIVE

OF MARCH 23, 1983,

9. WE 3ELIEVE THAT A FULL PROGRAVME OF SPECIAL PRECAUTIONS

REGARDING SCREENING PROCEDURES AND DISSEMINATION OF [NFORMATION

TO DONORS WAS INITIATED IN OUR PLASMA ALLIANCE CENTRES [N
FEBRUARY OF THIS YEAR. BEFORE THAT TIME [NFORMATION ON THE
RISK OF AlDS HAD BEEN RELAYED TO.DONORS BY MEANS OF POSTERS
DISPLAYED IN THE COLLECTION CENTRES SINCE OCTOBER/NOVEM3ER
1982 ALTHOUGH THE REVISED SCREENING PROCEDURES HAD NOT

3EEN FINALISED AND [MPLEMENTED. -: CONF [RMATION OF THIS IS
BEING SOUGHT FROM THE USA.

10. WE BELIEVE THAT ALL SUTURE .SUPPLIES OF QUR PRODUCTS, FACTORATE

AND HIGH POTENCY FACTORATEZ, SOLD IN THE UK WILL HAVE BZEN
PROCESSED FROM PLASMA COLLECTED UNDEZR THE NZW PROCEDURZS.

ANY ADDITIONAL DATA HICH WE RECElVE.IN RESPONSE T2 REFERRAL OF

THESE MATTERS TO QUR COLLEAGUES IN THE USA WILL 3EZ TRANSMITTED TO

YOU AS SOON AS WE REZCZIVE IT. IN THZ MEANTIMZ IF YOU HAVE ANY
QUERIES ON THE RESPONSZS PRESENTED PLEASE CONTACT US.

RZGARDS,
H L SHAW
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IN-HOUSE REQUIREMENTS PSR MIT IDENTIFICATION
O THEZ 2RIGIN OF 2LASMA [INCLUDZD IN THIS BATCH TD SPECIFIC DONOR
CONFIRMATION OF THIS 1S AWAIT=D =ROM
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