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I9th October, 1979.

The Medical Assessor,

Committee on Safety of Medicines,
Finsbury Square House,

33/37A Finsbury Square,

Londan,

EC2A IPP.

Dear Sir,

Factorate Batch S23409

Please find enclosed one Yellow Form concerning a case of jaundice
following the use of Factorate batch S$23409 and NHS Factor VIIL.
This is the only report we have received that has been associated
with this batch.

The case was repaorted by Professor Ingram of St Thomas' Hospital,
London. If any further details are received we will, of course,
immediately send them on to you.

Yours faithfully,

GRO-C

R. G. Butchart, B Pharm MPS
Clinical Research Officer

Enc.
Mr. K. W. Fitch
Dr. W. S. Munro
Mr. P. B. Lloyd
Mr. E. R. James
Mr. C. R. Bishop

Miss P. A. Goldsmith
Mr. B. Beesley
Mr. D. Ferguson
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REPORT ON SUSPECTED TOXICITY OR SIDE-EFIFECTS

For the infermation of THE COMMITTEE ON SAFE MEDICINES
NOHES FOR GUIDANCE 300300
1. For 2l druss, please record serious or unusual reactions. For new drugs record all S-S ha
2. Record, onthe wop fine, the drug suspected of consing haniaful effects to the patieat
3. Record 3l other drugs, including self-medication, tzken in 1he previous 3 months. With con
taken during pregnancy.
4, Please do not be deterred from reporting beczuse some details arc not known. .
From (Name znd address):
Company doctor or other representative of produc
Licence holder—
Dr. W. S. NMunro

Armour Pharmaceutical Co Ltd,
Hampden Park, Egstbourne, Sussex.

. » Signed:| GRO-C i Date: [6th Oct 79
) Name of patient’s own doctor (and address if known):
Sex Age or Date Weight Professor G. I. C. Ingram,
M of Birth o1 if known 83 kq| Dept of Haematology,
9| Louis Jenner Laborzatories,
St. Thomas' Hospital & Medical School, London.
DATES
DRUGS* (Brand name where ROUTE | DOSE INDICATIONS
From To

sppropriate) r

FACTORATE Batch S23409 v 248 iu

31/3/79 Treatment for & fall

NHS FACTOR VIII 1V

31/3/79 (Von Willebrend's pati e{;})m_ B

(‘FO' Vaccm:s give Batch No.)

PTACTIONS (List separately)

Started Ended OUTCOME {e.5. fatal: recovered)

Jaundice and malaise.Raised LETS:.

W15 0 7 (5 T N, RS E S S

Bilirubin 168 umol/1, SGOT 2180 iu/l, Alk |

_..Phos 20 KA units..HBsAg.negative HBsAb. posit:
HBsAg negative HBsAb positive

10

ve.3/4/3
1/5/79

Additional Notes

D4 224275 1773 G. B & S, Iad, Gp 363]

ARMOURO000507

ARMOO0000044_0002



