IN G
REPORT ON SUSPLECTED
For the information of THE COMM

NOTES FOR GUIDANCE
1. For all drugs, please record scrious or unusual reactions. For
2. Record, on the wop Jine, the drug suspected of causing b

Prebd € G YA

CSM/AR/IND

BIM272:086
TOXICITY OR SIDE-EFIECTS

I'ITEE ON SAFETY OF MEDICINES

new drugs record all reactions,

nful effects to the patient at normal dosage.

5

3, Record all other drugs, ingluding sclf-medication, taken in the previous 3 months, With congenital abnormalitics, record all diugs

taken during pregnancy.

4, Please do not be deterred from reporting because some details are not known,

073764

Name of Patient: From (Name and address):
{Required in confidence to Company doctor qr.nther. renresensative.of nrodnet_...,
allow linkage with other licence holder— | GRO-B i
reports for same patient) Armour PharmdCeuitesr-to s Cems= i
........................ Hampdg »
i GRO-B | East GRO-
PR e —— Signed: RO-B Date: [/J/??i
5 - Name of patient’s own doctor (and address if known):
Sex ?qght i GRO- i
! St OTesteT, “Ragmephilia Centre,
The Royal Free Hospital,
MALE London.
DATES
DRUGS* (Brand name where ROUTE | DOSE INDICATIONS
appropriate) From To
CRYDPRECIPITATE i/v  lapprox. | 1/7/78 | 15/12/78 HAEMOPHILIC = BLEEDS
,,,, 25, 350 )
units
i/v_ |1, 320 ’ 20/12/74 5/1/79 HAEMOPHILIC BLEEDS
) [fnﬁi_l?pRATEmggtch 53801} units
(*For Vaccines give Batch No.j
REACTIONS (List separately) Started Ended OUTCOME {e.g. faral: recovered)
Jaundice, ano;;axia. nausea, vomlting, EpPTOX.
_discoloured urine and raised LFT's 7/1/79. | .

Additional Notes Found to be

reported thati
“hon B Hepatitis. t

T8 224427 5m 1773 G. B & S. Lol Gp 3613

HEI5 Ag negative in January 1>E78

GRO-B E.is considered to have non A

WITN7183006_0001



Add e F TG,
In IDENCE CSM/ARIND
BiM272°086
REPORT ON SUSPECTED TOXICITY OR SIDE-EFFECTS
Tor the information of THE COMMITTEE ON SAFETY OF MEDICINES
NOTES FOR GUIDANCE
. For all drugs, please record serious or unusual reactions. For new drugs record all reactions.
2. Rccord, on the top ling, the drug suspected of causing harmful effects to the patient at normal dosage.

3. Record all nther drugs, including sclf-medication, taken in the previous 3 months. With congenital abnormalities, record il diugs
taken during pregnancy.

oy ow g
4. Please do not be deterred from reporting because some details are not known, Gy G
MName of Patient: From (Name and address):
(Required in confidence to Company doctor og.other ive.of orod \
allow linkage with other licence holder— i
reports for same patient) : ARMOUR PHARMA GRO-B :
o ; St E
._...GROB | esd  GRO-B  bex-
. Signed: | i Date: 2-//!//71,
iHum.M'.mmhn:k.owu.MwAr_(qnd address if known):
Sex Age or Date Weight i GRO- i )
| of Birth ifknown CONSULTANT HAEMATOLOBIST,
MALE EGRO-C} S0 NOT  KNOWN LEICESTER ROYAL INFIRMARY,
"""" LEICESTER.
DATES
DRUGS* (Brand name where ROUTE | DOSE INDICATIONS
appropriate) From To
FRCTL}R VI'{'{ asariafie L B L LT LT IT T T TUPI IRy L]
FACIGRATE BATCH 512303 | L.v. |41 viALd 1.12.7d 6.12.78 | wAEMOPMILIA A T

IN ALL

ISTER_ INSTITUTE FACIOR 1.V, oy 6.12,78

VILL BATCH HL 1482

(‘XorVamnugm B N e e
REACTIONS (List separately) Started Ended OUTCOME {v.g. fatal: recovered)
_DEVELOPED CLINICAL HEPATITIS 22.12.74
__LIVER FUNCTION TESTS INDICATE cowrinuing 0 f
HEPATITIS (FEB 1978) o )
Additional Notes .
PATIENT IS PRESENTLY SATISFACTURY, REMAINS SLIGHTLY JAUNDICED, BUT WELL (8.,2.79)

HE Ag NEGATIVE ON 2.12.78

D 224427 51 173 G B & 8. L Gp 3613
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TONEFIDENCE

Ak Dm ‘?H’/% CSM/AR/IND

' BIM272/086
- REPORT ON SUSPECTED TOXICITY OR SIDE-EFFECTS
Yor the information of THE COMMITTEE ON SAFETY OF MEDICINES
NOTES FOR GUIDANCE
YT iae
1. For all drugs, please record serious or unusual reactions, For new drugs record all reactions, 0 j Ol
2. Record, on the top line, ihe drug susy 1 of causing harmful effects to the patient at normal dosage.
3. Record all other drugs, including self-medication, taken in the previous 3 months. With congenital abnormalities, record all diugs
taken during pregnancy.
4. Please do not be d d from reporting b some details are not known.
Name of Patient: From (Name and address):
(Required in confidence to -Company doctor or other representative of product
allow lil}kagc with m;hcr) i GRO-B i
yeports for same patient, ! - H
GRO B AR”CLM‘I._D.I&ADM_&U.*.?.B?L Co LTD
HAMF BOURNE
. Signed: GRO-B | Dae:18/6779
Mamend hatient'e ows. dosar (sad address if known):
Sex ﬂmﬁrbﬂﬁ Weight i - H
of Birth if known LU TRETTUR THAEMUPMELTA CENTRE
M 58 73.8 Kg THE ROYAL FREE HOSPITAL
LONDON NW3 206
DATES
DRUGS* (Brand name where ROUTE | DOSE - INDICATIONS
appropriate) From To
FACTOR, VIII
FACTORATE
BATCH S18408 I.V. |1-2vilg|5/5/79 )
3
PROFILATE )
BATCH A1 0390 TWV. [727uakgl B/5/78) 13/56/781) HAEMOPHILIA A
X 4 )
(*For Vaccines give Bacch Noy |
REACTIONS (List separately) Started Ended OUTCOME {e.g. fatal: recovered)
HEPATITIS: Patient jeundiced About ) Patient still jaundiced
hmﬁfif?# LFT's (1.s. ralded AST) 28/5/78 - | and under observation in’
Multiple sequential tests for HBs Ag hospital
...all negative.

Additional Notes

General Malaise, other-wise reasonably well and no

T 224427 51 173 G B & 5. Lob Gp 3833

compligations to date.

WITN7183006_0004



AFIDENCE

Ak Tm I‘B}W’]#,

CSM/AR/IND

REPORT ON SUSPECTED TOXICITY OR SIDE-EFFECTS

For the information of THE COMMI

NOTES FOR GUIDANCE

1. For all drugs, please record serious or unusual reactions. For new drugs record all reactions,

od of R

2. Record, on the top ling, the drug

]

3, Record all other drugs, including self-medication, taken in the p

taken during pregnancy,

BIM272:086
I'TEE ON SAFETY OF MEDICINES
e .
| effects 1o the patient at normal dosage,
3 hs, With congenital ab alities, record all diugs

4,  Please do not be deterred from reporting because some details are not known,

Name of Patient: From (Name and address):
(Required in confidence to Company doctor or other representative of product
allow linkage with other licence holder-—
reports for same patient) ARMOUR PHARMACEUTICAL CO LID
HAMPDEYT
GRO-B EASTEO )
- Signed: GRO-B Date: 4:27{79
PR £-oasiasnla anm doctor (and address if known):
Sex ;&fge or Date Weight i GRO-B )
Birth if known ~DEBE OF TARMATOLOGY:
HALLAMSHIRE HOSPITAL
M 50 SHEFPIELD
DATES
DRUGS* (Brand name where ROUTE | DOSE INDICATIONS
appropriate) From To
FACTORATE 230-250
BATCH 523208 v unite 85/56/79 | 8/6/79 4 throsis
|wThotts,

‘‘‘‘‘‘ OTHER COMMERCIAL FACTOR i 5/4/79 BOs1/48

VIIls
... NS FACTOR VITL i 1242/19) 28/5£79...
{*For Vaccines give Batch No.)
REACTIONS (List separately) Started Ended OUTCOME (e.g. faral: recovered)

HEPATIVTS 206,78

BAISED LIVER FUNCLION TESTS. 5/6/79

1 Notey

Additi

10/7/79 | i GRO-B !mpamed the fotlowing to us:

CEELL VY pratzms .

The time interval between giving Factorate and

developing nepatitis aoee seem too short jor the ractorate to have been

the causative agent".

Db 224027 5m 173 G B & 8. Lad Gp 3643
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IN CONFIDENCE

CSMARIND
B/M272.086

REPORT ON SUSPECTED TOXICITY OR SIDE-EFFECTS Q'(
For the information of THE COMMITTEE ON SAFETY OF MEDICINES W 14 /1 /‘71

NOTES FOR GUIDANCE

1. For all drugs, please record serious or unusual reactions. For new drugs record all reactions,

080491

2, Record, on the op ling, the drug suspected of causing hannful effects to the patient at normal dosage.
3, Record all other drugs, including self-medication, taken in the previous 3 months, With congenital abnormalities, record ull diugs

taken during pregnancy.

4. Please do not be deterred from reporting because some details are not known,

Mame of Patient:
(Required in confidence to
allow linkage with other

From (Name and address):

Company doctor or other representative of product
...... PPN YN I —

reports for same patient) GRO-B :
ATHolUT Ta
GRO-B Hampden sex
- Signed: GRO-B te: 14th August
;- Name.of narieat’s aven dacror {and address if known):
Sex Age or Diate Weight i RO- i '
" of Birth if known “oomnnunv-roemrarlogist,
The Leicester Royal Infimmary,
Lgicester.
DATES
DRUGS* (Brand name where ROUTE | DOSE INDICATIONS
appropriate) From To
e FAETORATE i bt
Batches $12303 ) iv
517408 { 17/1947B.145/79.. | HAEMOPHILIA, A
518408
820107
(*For Vaccines give Batch Noj
REACTIONS (List separately) Started Ended OUTCOME {¢.g. fatal: recovered)
HEPATITIS
_HBsAg, negative on A0/ 79 :
....became HBsAg po

Additional Notes

Recelved Factorate as home treatment

D 224027 3 T3 GO B & §. Tad Gp 3633
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IN CONFIDENCE

NOTES FOR GUIDANCE

REPORT ON SUSPECTED TOXICITY OR SIDE-EFFECTS OLA‘& %lﬂ
Tor the information of THE COMMITTEE ON SAFETY OF MEDICINES W \0\

L Farandmgx,pmmdmormwwrmxm?urnswdmpmmdaumq B %0483
2. Recmd,onthesophnc,msdm;mpeucdnfmm;bummlm:mhepmwnmm
3. Record all other drugs, ;mludmgsclfmdiawu,uﬁummmammﬁwmx congenital abnormalities, record all drugs
.~ taken: during pregnancy. )
4. . Please do notbe deterred from reporting becuse some details are not known. .
N“ of Patieat: oo on s ) From (Name and address): -
‘ juited in confidence to r Qmpmydocmrototbrxreptmﬁwofpm
Enhgtmm R K T TSR TN P 2]
o GRO-B !

AmORE PR Ut L eale o«Ltd, - e

e :’ P den vl  Bastboo fSusser e
i Gimed: GRO-B
. 9?__9“’ *17th August
w1 ) g i I_u«—u ‘M&mw(mmﬁm}‘ '
Age o Dac wege |l GRO-B o
Birth || if known 1| "Bt vamasTs “lfmvm'stty Ha@mml,
of Bmk@*tt Street, LEEDS. )
) T BATES —
DRUGS* (Brand name where ROUTE | DOSE INDICATIONS
’ : : From To b g,
i
Do g “ o | HAEMOPHELTA A
e oW rens fisin ot > o .ég;mh 297'9 . cmew e
v i darary 1979, .

Praparad o : iw 7 mmyi 7 976
¢ i ) s
(*For Vaccines give Batch No.) 7 A,
REACTIONS (List separately) ! ) 1 Started Ended OUTCOME (e.g. fatal: recovered)
f}{éskg positive Hepatitis . e .
Additional Notes

D 223427 5w 173 G. B & S. Lad. Gp 361
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JIDENCE

NOTES FOR GUIDANCE

REPORT ON SUSPECTED TOXICITY OR SIDE-EFFECTS
For the information of THE COMMITTEE ON SAFETY OF MEDICINES

CSMJAR/IND
B/M272/086

;

1. For all drugs, please record serious or unusual reactions. F&mdmpmdaﬂm«im.
Record, on the top line, the drug suspected of causing harmful effects to the patient st normal dosage. -

2

3. Record all other drugs, including self-medication, taken in the previous 3
regnancy. :

4,

hs. With congenital abnormalitics, record all dugs

taken during p Ao
Please do not be d d from g b some details are not known. ) Qbﬂl
Name of Patient: an(ﬂwwmd address):
ired in confidence to Cunpny domt or od:)m* representative of pmma
allow linkage with other -~ Beance baldene......-..
reports for same patient) r GRO-B : )
i b Rrmou; Ltd. "
GRO-B i Hampdj GRO-B East Sus
: ? Signed: Dume: 2[4 [
Date Weihe !i’nmnlnnim!xmdom(udlddmtfhwn}.
Sex ot Wei GRO-B :
:‘F} : 3 THE LEICESTER Rong ;m?;:;mm_om '
......... SENTOR REGISTRAR L INFIRMARY .
M GrRo-C/ 1968 30.5 Kg. LETCESTER
RUGS* (Brand, where  ROUTE A
D Ui
appropriate) . From .| = To
Factorate Batch $18406 IM 28/ 12/ 7&0‘2_‘6[6/79 Haemophilia
" " 57’701}5
" " $17405
" " S2010
" " 26411
Lister Institute M 13/6/79)........ "
(*For Vaccines give Batch No.) Doge . W
REACTIONS (List separately) Started Ended OUTCOME (c.g. fatal: recovered)
Hepatitis st ‘Week Recovered i
i in duly b s
Additional Notes

D 224427 5% 1773 G. B & S. Lud. Gp 364

HBs Ag status negative before and after treatment.

WITN7183006_0008



