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Our ref: RG8/SAb 

The Medical Assessor, 
Conmittee on Safety of ,teuicines 
Finsbury Square House, 
33/37A Finsbury Square, 
LON[ 
EC2A WP 

Dear Sir, 

Factorate 

21st February 1:'79 

Please finu enclosed five Yellov:'borsis reporciny five cases of hepatitis 
with Factorate. 

Inc five cases have been reported frow two centres, but only one batch 
of Factorate - batch S1Z303 - has been implicated nore than once. 

Dr. Reporting Reaction haemophilia Centre Batch ;umber 
of Factorate 

I 
[Jr. J. Keith wood Leicester Royal Infirmary 

!^ 
S12303 

OOr. J. c.eith Load Leicester koyal Infirmary 5123033 

Dr. P. J. Greeii Royal Victoria Hospital, R7011 
[oscombt; , R7111 

Bourneniouto 98612 

These are the only reports chat we have receives for these particular 
batches. If any further details are received concerning these cases, 
we will of course. im:,-1ea1ately send them ors to you. 

Yours f~tatthfully, 

Mr. R. u. butchart, 3. Pharm., fl.P S. 
4linical Research Officer 

Lncs. 

c.c. Mr. K. W. Fi ch 
Dr, W. S. Muro 
Mr. D. Ferguson 

ARMOUR000459 

ARM 00000029_0001 



L\ 4v rrJlt .1t CSM.AR IND 
B/M272Oh5 

REPORT ON SUSPECTED TOXICITY OR SIDI -PP1TCTS 

For the information or TIlti COAIW1'TIiE ON SAFETY OF MEDICINES p p3 ' -
NOTES FC11e GUrf).AMCr 

I. ?or all drubs, please record serious or unusual reactions. For new drugs record all reactions. 

2. Record, on the top line, the drug suspected of causing harmful effects to the parient at normal dosage. 

3, Record all other drugs, including self-medication, taken in the previous 3 months. With congenital abnormalities, record all drag: 
taken during pregnancy. 

4. Please do not be deterred from reporting because sonic 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— DR. L,M. SIM. MLNRO, 
reports for same patient) ARMOUR PHIRMACEUTICAL COMPANY, LTD.

HAMPOE•1 PARK,

Signed: I GRO-C Date;

Sex Age or Date Weight 
of Birth if known 

Name of patient's o'r.•n doctor (and address if known): 

DR. J. KEITH WOOD, 
CONSULTANT HAEMATOLDGIST, 

MALE NOT KNOWN LEICESTER ROYAL INFIRMARY, 
LEICESTER. 

DATES 
DRUGS* (Brand name where ROUTE DOSE INDICATIONS 

From To appropriate) 

FACTOR VIII 

....----...- .................... ................. ..............._..•. 
FACTORATE BATCH S123133 

.......--_----_---..--......•••....... ...-•.--•..... 
I.V. 11 VIAL 1.12.7 

••••..--.............................................................---.........------....... 
6.12.78 HAENJPHILIA A 

....__---..-_.....-_----_------ ...............•..............••.... ...............•••„ ...••._--....... ........_••...••• 
18 ALL 

•••..---........ .............. . 

................_--..........---............--.--........._..........--.-.......................... ...--...... ..........---„.....
..............I........, 

LISTER INSTITUTE FACTOR I.V. 4 VIALS ON 6.12.78 

.----....--_....----.--------.------...........-..,:,._.........,.. 

HAEMOPHILIA A 

VIII BATCH HL 1462 

:.._._ .....-_... ...__. _._....._....-_..._ ... .... 
(*For Vaccines give Batch No.) 

............... _...._............ ...........--.._.... ... . 

REACTIONS (List separately) Started Ended OUTCOME (e.g. ,":tral: rccovcrcd:

DEVELOPED CLINICAL HEPATITIS 
--..--_ ............._....._..........---..........,_... .............._............--- ..--....----.......... ..---......._....... ........_.............. 22.12.7 

LIVER FUNCTICM TESTS INDICATE CONTIWUIRG 

HEPATITIS (FEB 1979) ......- ...... ...................................................................................................._..... ....-,...........-._.. ........._.. . .--••--•-•-•..._,...... .....,.... .. . . . 

Additional \;nr-s 

PATIENT IS PRESENTLY SATISFACTORY. REMAINS SLIGHTLY JAUNOICEJ, BUT HELL- i 0.2.7D) 

H3 Ao NEGATIVE ON 2.12.78 

^3m >;:•,: rtti.5ss. iC•34:3 

R1161M 1 1 IM-11] 

ARM 00000029_0002 



INr CONFIDENCE CSM'AR'TND 
B 272;Oiif 

REPORT ON SUSPECTED TOXICITY OR SIDE-EFVECTS 

For the information of THE C'C,MMITTOE OAl SAFETY OF MNDICINES 3OD  3 (3 
NOTES t-t)It GUIDit1C1: -- ``~-

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

2. Record, on the top line, the drug suspected of causing harmful effects to the patient at normal dosage. 

3. Record all other drugs, including aelf-:medication, taken in the previous 3 months. With congenital abnormalities, record aii drugs 
taken during pregnancy. 

4. Please do not he deterred from reporting because some details arc not known. 

Name of Patient: From (Name and address): 
(Required in confidence to Company doctor or otiter representative of product 
allow linkage with other licence holder— DR. WM. SIM. MJNRO, -
reports for same patient) ARMOUR PHARMACEUTICAL CDi1?A'IY LTD.. 

HAMPDEN EASTBQuRNE, 'ARK, 
EAST sE1 sx[._._._.~._. _._._._. 

Signed: GRO-C - Date;

Name of patient's own doctor (and address if known): 
Sex Agge or Date Weight DR. J. KEITH WOOD, 

of$rth ifknown CONSULTANT HAEMPTOLJGIST, 

VALE NOT KNOWN LEICESTER ROYAL INFIRMARY, 

LEICESTER. 
DATES 

DRUGS* (Brand name where ROUTE DOSE INDICATIONS 
From To appropriate) 

FACTOR VIII 

.....---------- ..........................._...._..................._..-.-----..._._ 
FACTORATE BATCH S12303 IV 

.._..........---.................................._....._........................................-_.............__............... 
2 VIALS 21.11.71 HAEMOPHILIA A 

............ _.._..........._ ............................................. 

- -----------'-- ----- ............... ............................................:............................__....... . ...................... ................_.,...._...................._....................... 
(*For Vaccines give Batch No.) 

_........................_.._..........................................---.. ................_..._......................._........................ 

REACTIONS (List separately) Started Ended OUTCOME (e.g fatal: rc_oec-ed) 

BECAME JAUNDICED 20.12.7 

.. ... ........_ . .. .... . ---- -- . . ._ ..... .... .. 

LIVER FUNCTION TESTS CONSISTENT WITH 

..... 

HEPATITIS TLlft7UGHCUT. ......... . ...... ........ .... I ............. 

Additional ,votes 

HE Ag NEGATIVE ON 20.12.78 

PATIENT SATISFACTORY 8.2.79 

;s'.' 4%S.c 1°. C. is 05, tJ C; 3Gt3 

ARM 00000029_0003 



IN CONFIDENCE' CS,M!AR IN D 
Bl,Vr272. dbai 

nE-Fo 'T ON SUSPECTED TOXICITY OI2 sI n-m t i GTS 

l or the information of TllE COMMITTEE ON SA1~ETY OF MEDICINES 3 00 -3 t 9-
ttO'1TS F<) 5 GUi t)P NCE 

1. For all drug', please record 'erious or unusual reactions. For new drugs record all reactions. 

2• Record. as the top line, the drug suspecILd of causing harmful effects to the patient at normal dosage, 

3. Record a!1 other drugs, in;•luding self-medication, taken in the previous 3 months. With congenital abnormalities, record all drugs 
taken during pregnarcy 

4. Please do net be deg crrcd from reporting, because some details are not known. 

Name of Faurnt: From (Name and address): 
(Required in confidence to Company doctor or other representative of product 
allow linkage v,..;t other licence holder— 11j. SLM. MU3 C) 
reports for same pa!ient) ARk101U, PHAtTd.SC T1ICA.I., COMPANY LTD 

HA I PDF~14PARK 
EASTBOt.IIEEE. SP S TSS 

Signed: ; GRO-C ; Date:  ti 9 

Name of patient's own doctor (and address if known): 
Sex  Age or Date Weight 17R. P. J. GREiEN, 

of Birth 
67 

if known CDNEULTA, I!P. t7A7UUJGISP, 
liALas. UMITAW ROYAL VICTORIA HOSPITAL, 

wILRNJZ2 JrH. 

DATES 
DRUGS ( sand name where ROUTE. DOSE INDICATIONS 

From To appropriate) 

FACIUE V:.II 

........................ .~ . .. 

FAC]CRAM DITCH 87011 ---------_---- --. -----..-..-............---...... .................... ..__...................................._................................................ I.V. 12 24/8/78 7/9/78 BT,EEOILNG PROSTAT IQvri 
------- -.............._ 

iB3PPL VS 

X276 

......_............ ............. .......-.............._... .......... 

.............................................................._......... ................... .......... •-----.. .................. 

... - 
I.U. ------------ ... ........_..._. .._--------- 

.._............_..... 

._..--- .............-----........_.-....--........._.- 

--............ - .........--.._.......-.......-..---.._.. 

(Rpor Vaccines give Batch No.) 
................. . .. ..._.... ...... .... ......................—.,..... ..._......................... ....__.........-... 

REACTIONS (List separately) Started Ended OUTCOME (e.g, fatal: rc oicred 

BEU9:•1EE JALrDICED 

I,IVI R Fi1'_3 TI(1v` IESIS «RY AIaL' i9I 
.--------- ... ..__.. _ .._.. ..I.......... -. 1~11j.7$. .- mIIID . PATIENT ?KAV OCI+PL-= FIT _... . 

BB Ag NE i7i'IVE R D lL LAlS `_ 1I31E'IT 1OEQIMBER 

AND AIS2 . ulfii",.'P .,Ch,.13/i3/7$ 

Additional Notes 

ARM 00000029_0004 



IN CONFIDENCE CSMAR IND 
BIM272 08G 

RLiFORT ON SUSPECTED TOXICITY OR SIDE-EmICTS 

For the information of TI11? COMMITTEE ON SAFETY OP MI:I)ICINES 3130: r) 

NO-sits FOB (iUtUANCdi 

I- For all drugs, please record serious or unusual reactions. For new drugs record all retctioac. 

2. Record, on the top Zinc, the drug suspected of causing harmful effects to the patient at normal dosage. 

3- Record all ether drugs, including self-medication, taken in the previous 3 months. With congenital abnormalities, record all drug 
taken during pregnancy. 

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

Name of Patient: From (Name and address): 
(Required in cenfdence to Company doctor or other representative of product 
allow linkage with other licence holder— DR. %t 1. SIM. MUIsklU, 
reports for same patient) AB24DUR PHAii1k CEUTICAL COMPANY L' . , 

Signed:! GRCI-C Date: -L 1 t/? 4

Name of patient's own doctor (and address if known): 
Sex Age or Date Weight DR. P. J. Cz"3 Q, 

of Birth if known C DITANT HAkII:TADOLOGISr, 

MAT.µ: 36 UNOAI31'N ROYAL VIC'1ORIA HOSPITAL, 
BOITI EMOLTH 

DATES 
DIIUGS* (Brand name where ROUTE DOSE INDICATIONS 

From To appropriate) 

FACItTI VIII 

............_ .....................................----............... ............_........----...............----"........................-----"..-........._................................. ....... ..._ 
FACIORATEE BATCH 88612 Z.V. 7 9/1/79 15/1/79 

...... 
HEINIA (PERATION IN 

. ..__......._.._ 

(DoUBLE FILL) ................................ .............-.-- 

. ................... ............. 

A'.TPt -.._.........--... ....- 

...................._.... ..----- ..........................- . - . •--------- ------
HAE ILIAC PATIS P 
--------........................_._.............................. 

..................._.................._........ X632 

I.U. 

.. ._.. ..- -----.._.:__.-.. ............ 

............................I-('For Vaccines give Batch No. 

RFAC71ONS

.................... .................... ._...... .........._........_........................................_..................... 

(List separately) Started Ended OUTCOME (e.g. fatal: rccorercd; 

1 7CANE JAh:)ICLI) 9/2/79

I AISED UVER..FIN"M 7 TESTS 

.........................................._.._.._......... .MM._....... --- ... .------ 

V 

'...... 

----.------- ------......---------------------------- .._................. _. 

Additional Notes 

B3 Ag I TV E M 9j2/79 

P  STILL JA12, t .a) &' Y VVETNG (15/2/79) 

" . . .. 5: a a a. !AI tan 1I 

r~l R16 1Ll:L  IN -0

ARM 00000029_0005 



IN CON Fl DENCE CSM!AR, IN!) 
BfM272;0&!7 

REPORT ON SUSPECTED TOXICITY Olt SLDls-EFFECTS 

For the information of Tlll? COMMITTEE ON SAFETY OF MEDICINES 

Not°rs t"t7r2 GunaAtaCE 
3 003 t 6 

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

2. Record, an rho top line, the drug susFmcd of causing harmful effects to the patient at normal dosage. 

3. Record all other drugs, including self-medication, taken in the previous 3 trsonths. With congenital abnormalities, record all drug. 
taken during pregnancy. 

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 re resentative of product 
allow linkage with other licence holder—DR- VIM. bI14. Iff2 10, 
reports for same patient) ARMJUE PIfAP11IAC!fUTICAL GIVA 4Y LTD.

H1O& N PARK, 

E NILPR'SUSSX

Signet- GRO-C Date: t I/Lhp 

Name of patient's own doctor (and address if known): 
Sex Age or Date Weight DR. P. J. GREEN, 

of Birth if known (iJSLILTANT HAIMTOLDOIST, 

MALE 75 IJNKNTO<SN ROYAL VICIDRIA HOSPITAL, 
BOUtiNEMO FH. 

DATES 
DRUGS* (Brand name where 

appropriate) 
ROUTE DOSE INDICATIONS 

From To 

FACTOR VIII 

1..R71U......._... .. .Y, ..... _ . . .__ . ._ .  _ _ 30Ji0/78 . i3L DIhG AFi1~ 2 ..-- 

BOTH .S .... ....... ...........---------............. 
E3IvCR-=TC i 

-- ---- --.-_.---.........._...__........--.~. 
X273 

I.U. 

a, .. zzx .............._............ ....z.V I a1 ...... st ma~c..a .. - . .. . 
EKIRAC'PION 

..... .:............ ........................_.._....:.................._............. ................................... 
(*For Vaccines give Batch No.) 

___ ... ........ ._... ......... ............... _ .......... ... . 

REACTIONS (List separately) Started Ended OUTCOME (e.g. fatal: rcco•:c_ d 

BECAME JAUNDICED 27/12/7 16/1/79 PATI.1<NT NWsW CCg1P EI`EUY FIT 

......VERY- A \tR2:4L_LI.... FUNGTIGi- ----. 5... ....... -

HR Ag NXATIVE CM 5/1/79 

Additional Notes 

D:  :.' 1 ;;; 7 : Ise. SFr S. I.,l C:P -7413 

ARM 00000029_0006 


