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BLOOD PRODUCTS LABORATORY, DAGGER LANE, ELSTREE, HERTS., WD6 3BX. Tel: 01-953 6191
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Clinical response to heated high-purity factor VIII concentrate, 8Y

DELIVERY, ADVICE AND ACKNCWLEDGEMENT

Bateh | 8Y 2oL

Consignment of {Q vials, each QQS ju VIII, dispatched w \ = 2\

sed product is made to the rescription of
£ the patient(s) named below:

*

This consignment of unlicense . i
De_ 8. Ceren for treatment under his/her direction o

A brief description of the product and instructions for use are enclosed in each

‘t::c of 10 vials. Should you see any untowaxd effect attributed to this batch, ox

y apparent failluxe to correct bleeding, please telephone Dr. T.J. Snape, Head of
¢C, BPL or Dr. J.X. Smith, PFL, Oxford (0865 62002).

The physician should assess and record the efficacy of at least the first
infusion of this product received by each patient, take blood samples for tests of
HTLV III antibody and undertake follow-up for possible infecticon. with hepatitis

virases.
SUMMARY OF ACTION REQUIRED BY PEYSICIAN IN CHARGE {see protocol for details)

¥
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Please acknowledge that you have recelved the consignment of factor VIXI and
that you agree to the propcsals for recording infusion data and follow-up of vixus
transmission in -appropriagte patients. Sign the attached duplicate of this page,

retaiping your own COPY and post to Dr. J.X. Smith, PFL. .
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When patient is first infused with this batch

Before the first infusion, take a sanple for factor VIII assay and HTLV III
antibody. Take the gsamples indicated in Part 2 of the follow-up fora for LETS,
..-hepatitis markers, and replicates for possible retrospective testing for -HAV, CMV and

Enter patient's infusion and factor VIII recovery data om Part 1.

Q' Enter patient identification and first infusion date on Part 2, and record the
results of = tests listed in the *pra® column.
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© ©On completion of this course of treatment

Complete all entries on Part 1, using further coplies of the follow-up form
+  (marked EXTENSION) if necessary, ghotecopy the page and post to Dr. J.K. Smitn, PFL.

>

At (or near) stated intervals following first infusion B

Take plasma samples, initiate tests and distribute samples-.as indicated in the
24 and 52 weeks (i.e. at

“= accompanying protocol, and record results on Part 2. At S, n _weeks (i.e. 2t
the end of each sub-table), photocopy the page and post to Dr. J.X. Smita, PEL.
If the patient is treated with another batch of this or another product

Tollow-us pecziod - -
Enter on Park 1 ok Part 2 "Remarks" and ses accompanying protocol. .

during the

If the patient shows laboratory ok clinical evidence of virus infecticn

-~

Sae accompanying protocol.
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I acknowledge receipt of this consignment. This constitutes a prescription forx

the patients named above.

physician in charge
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