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Our Ref. PAG/EW 10 September 1979

The Medical Assessor,
Com. Safety Med.,
Finsbury Square House,
33/37A Finsbury Square,
London, EC2A 1PP.

Dear Sir,

Re: Factorate

Please find enclosed a Yellow Form concerning a case of
hepatitis following the use of several batches of Factorate.

Along with the three reports sent to you on 20th August,
Batch S17405 is the common denominator. The patient, however,
was HBs antigen negative before and after treatment.

Immediately we receive the results of Dr. Dane's retesting
of this batch we will contact you again.

Yours faithfully,

GRO-C

Pauline A. Goldsmith, B.S., Dip. Inf. Sci.,
Medical Services Manager

Enc.

c.c. Mr R G Butchart
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REPORT ON SUSPECTED TOXICITY OR SIDE-EFFECTS
For the information of THE COMMITTEE ON SAFETY OF MEDICINES 300305
NOTES FOR GUIDANCE | '———\ !
1. For all drugs, please rccord scrious or unusual reactions. For new drugs record all reactions.
2. Record, on the top line, the drug suspecn.d of causing harmful effects to the patient at normal dosage.

3. Record all other drugs, including sclf mcdu:nuon, taken 1 in the prevmus 3 months With congcmtal abnormalmcs, record nH diugs

taken during pregnancy. - - : i, Bt ¢ ,
4, - Please do not be dctcrred from rcpomng bccausc some dctmls are not known. = P s
Name of Patient: A i o T e 78 o d From (Name and addrss) 5
(Required in confidence to ; ed Company doctor or other reprcsentanvc of product
allow linkage with other STy 3 o licence holder—
reports for same patient) - ‘ E © Dr. W.'S. Munpo = s S A e
» P SR Armour %armaceutwa] Co- Ltd
] - _ Hampden._ Park ] rasmobme-_fas,t Susex,
; St e e Signed: GRO-C Date: 2 f ﬁ.f )‘f
1oy SR IR SRR Be Tt W e A;h .o+ 3 .| Nameof pancnts own docter (and address if known)
Sex F rRl Age or Date eight R
: 52 “of Barth Sl i pmown e oo | MR 0o H, MATTHEWS -
S iy e : " SENIOR REGISTRAR OF HAEMATOLOGY. g
—, T Kgies THE LEICESTER ROYAL INFIRMARY T e
: i = LEICESTER ;
. Ty " DATES : ZREETY
DRUGS* (Brand name where ROUTE | DOSE . INDICATIONS . .7 **
appropriate) -] : From To g AL S T T
Factorate Batch S18406 . ... i S5 i T 28/12/78.26/6/79. ] . Haenophilia
- M ..5)7005 '
....... » V : l, 517405 cassatessarsanpassfeion r
Yo 1. O 107 Al v ISR N LA | o SRS N e Nl
Tt e~ S2641] S s S w SRR (R i g et SRR T
_Lister Inst1 tate™: - s W) o T w 1.,3/__@[_7..9. : RS e R
(‘ForVaccmesngcBatCh“No) ......................................................
REACTIONS (List separately) : o Started Ended OUTCOME (c.5. fatal: recovercd)
Hepatitis - 0 TS U LSt ekl Recovered = -
........... in.duly.|:.... 2
Additional Notes ~ HBs Ag status negative before and after treatment .
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