
i4uk ew.4.3'zh. 
l*: C CE CSMIARt'IND 

B1M272:OM 
ItRPORT ON suspliCfED TOXICITY OR, SIDE-EPLECIS 

For the information of THE COMMITTEE ON SAFETY OF MEDICINES 

Ntt't'rS Ens GUIDANCE 

1. for all drugs, please record serious or unusual reactions. For new dtugs 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 self-medication, taken in the previous 3 months. With congenital abnormalities, record all drugs 
taken during pregnancy. `i ry cy p ~s 

4. Please do not be deter ed from reporting because some details are not kno 0wn. t 3 rt U Sc 

Name of Patient: From (Name and address):. 
(Required in confidence to Company doctor wn5het.n71TC enJatiV&A .nmdncL, ._, 

allow linkage with other licence holder— G RO-B 
reports for same patient) Armour Pharn cetn—ar'cn'. r:- ..... ---'----

Hanpd{-,- - i. 

GRO East i GRO-B_B__; . signed: I 
:._.I'~JW14.R(.P,ltlfdY.l'S 4Ycil.d. imlfad address if known): 

Sex A e of Date Weight I GRO-B
`' ' U~recor; 'FfaemiipTii73a Centre, 
The Royal Free hospital

DAThS 
MALE CR0 C/LI Land on. 

DRUGS' (Brand name where ROUTE DOSE LNDICATIONS 
Prom To appropriate) 

CRYOPRECIPITATE ............_........ . .. i/v cox 1/7/78 15/12/78 HAEMOPHILIC- BLEEDS 

. .......... .... .....,..25, 350 ................., 
units 

ARMOUR FACTOR VIII  i/v. 1, 320 20/42/7 5/1/79 -HAEMOPHILIC 84EE.M 

(FACTORATE batch 59801) units  . . ............... .......__.._._...... ... _...,.......,.........,..._:,..>......,_.».:.......,..,.... 

.._ ......:............................. 
(`Per Vaccines give Batch No) 

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

REACTIONS (List separately) Started Ended OUTCOME (e.g. fatal: recovcred> 

Jaundice, anorexia, nausea, vomiting, pprox. 
_............_...._......,... 

discoIoured urine andraised LFT's 

...._.....,_......... 

. .......................... ....... .._,..._ ......- ,.._.. „n ,. ...... 

7/1/79„ 
,., ..... . .................................................... ...... 

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

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

Additional Notes F t,.::,, ..c LL ti., f r xti; Loa JotJanuary 1J78 

GRO-B ra.~arl ea '-d ' GRO-B conszcur;ad •tu have, non A 
nabs th heg,~;txf.3s. 

t'AA rri=525 5N ] (?r G. a 55, 5.0. r,. ltii: 

WITN7183006_0001 



81174, 

Ih t1>EN` J CSM/AR;IN1) 
B/M272 °6gfi 

7dI:➢°Lrlt'F ON SUS1°IECTFD TYJMCITS OR SIDL-Rt iRC"I'S 
Fer the infuro3:uion of TIIIs" COMMIT ILL ON SAFETY OF MEDICINES 

NOTES FOK OUIUANCE 

I. For all drug, please record serious or unusual reactions. For new drug, 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 self-medication, taken in the previou 3 months. With congenital abnormaetias, RL'r..t,i
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 ot.orltec tcnrrs
allow linkage with other licence holder— ' G RO-B reports for same patient) 

--' ---- - 
ARMOUR PHAIW -------------------'-'-------------'---._._._._.- 

GRO G 
r-'- '-'-----

e 
I4iaase ~u aW~.I..,etc. s.err,»..._r. address if known): 

Sex 
Age 

or Date 
Weight

GRO-B i 
of Birth 
--- 

known CONSULTANT HAEMATOI. 151, 
MLE otto-Cs5C NOT KNOI.lN LEICESTER ROYAL INFIRMARY, 

LEICLSTER. 
DAThS 

DRUGS* (Brand name where ROUTE DOSE INDICATIONS —. -----
appropriate) From Th

FACTOR VIiI ....,.,,,.._,_ ................ ...... .................. ................. ...__.,,. 

FACTORATE BA 
.... ................_.. ,.,.,. ..,.... .. ...._ 
TCH S12303 I.V. 

.... ..._.. 
11 VIAL 

_„ 
1 : ;U L. ; ?L 

_.......,.,.,_...............,.... .,_.. ..... ...... 
j HAEMOPHILIA A 

,....,,< ......................................, .. .... _.........,,.... ...._.....,,...._ 
IN ALL 

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

INSiITI)TE FAGTf>Et _ 4 .i..ALS  6.i2.78 HAEMDPNILIA A 

VIII BATCH HL 1462 

("Por Vaccines give Batch No.) 

REACTIONS (List separately) Started Ended OUTCOME (e.g. fa'-11.

DEVELOPED CLINICAL HEPATITIS 22.12.7 

LIVER FUNCTION TESTS INDICATE CONTINUING ..  .............................<.,..<.....,,,,,.,., ......,........,.... ............... ...,_. 
HEPATITIS (FEB 1979) 

Add,tkan:il Nc'et 

IS PRESENTLY z, i ._r ,.. . i_U H:.Y JAUNDICED, fuUT WELL (6,2.79) 

JL ON 2.12.78 

DJ22Jx.t50ue3G.a8S.1UtOPX.as 

WITN7183006_0002 



------- --- - ---------- 
GRO-B 16.3.;9.tr.s.~. 

H  /f1I?TS
Report of Case 

GRO-B 
T(~ D I ._._._.'._._._._..._._

1 sme .,I .................... ........ 
GRO-B 

2. Hospital .:.....f:...~:::i :: ....... ggultsR....j •,.,....,. 

3, Home Address of„ Patient ....................... ............................... 

4. Transfused on ....... ...,`.. 
~1r 

19.. at ....(?Y"............................. .

~. Jaundice First Noticed on .. t.3  ~~..19.. Ineubatioa period dap., 

6. Outcome of Heprtitie: Recovery/ eattf if fatal, date or death ............19.. 

7. Transfusion Fluids Used: 

Blood ................. containers Dried Plasma .........w....bottloa 

u u 

Dottie 
Au 

Bottle • 
AU 

Satoh A""' 

Dios. V 1 B R os. il  a Aa

n F.1 .o 
~y 

.... .. .......... .... •.... .........'m.... ....! ...... 

4 L r ,  ,~ «.... . . 
M.~ 

. jC• t. •tT7 ............. ..... ...... 

.......... .... ..... ........!! .... ..... . ........... ...«. .,. ., 

:::::;::::: :::: 
::::i.r ......... .... .... .......... .... ..... ............. ...... ...... 

8. Brief Clinical Rotes: (including, if possible. conditions necessitating 
transfusion) 

p
i Gt(ruy~ c r.t art ... /z w:

py
sLdl

...... 

...,~• ~~p;:Y f1...:t~...:t: {~v: •. 
air 

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

9. That for Au antiRenlgntibody on patient: .ti .. 
~1 a ;v ............... 

10. Post-nortem: ,Tes/Ro. It yes, give :olevent parLioulars ........................ 

i........•l..I.eer...............................S ........

♦........i1 
.......................................................................1. 

11. Rc::: rte:  cg. Your opinion on validt.ty o£ dii!,+ no a4.a of sorun.hepaiitis 

.. .,. • .............................................. .l............ 

.. . .. lug' 
t ....... :..: ... ..i.j ...........................

Signed •! GRO-B 
Regional Trarufusicn Direotor, R ion 

11',-te ..........'....M.• .•....r , r 

x\d 

WITN7183006_0003 



ONFIE)ENCE  ) tt CSM)AK;f::D 
R/M272:f8 

REVOR l' ON SUN  ILI) TOXlCl fY OIL `;IDL- A+E:CTS 
For the iufurmation of THU COMM t i IRE ON SAI i:TY OF MGDICINE$ 

NOrn..S Fl* Ol11UANCE 
nr ti r ^.

1, For all drugs, please record scrims or unusual ractionn. For new drugs record all reactions. tl V 
2. Record, on the top line, the drug suspected of causing harmful effects to the patient at normal dtuage. 

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

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

Name of Patient: From (Name and address): 
(Required in confidence to CnmpanX doctor or oilier rj,f escnta:ivc of product 
allow linkage with other - ----------------------------- - GRO-B reports for same patient) GRO-B

'• a,,r. _'- . —AL CO LTD 
HAMF. BOURNE GRO-B signed: i ; Daat19/8179 

_ _s nz,u e. ,— tnnA address if known): 
sex AgeoeDaw Weight GRO B 

if known Lv utrrcLrtrrc nrt'eMurtrrLlA CENTRE 
11 56 73.6 Kg THE ROYAL FREE HOSPITAL 

LONDON NW3 20O 
:S 

DRUGS• (Brand native Where ROUTE DOSE INDICATIONS 
Pram To appropriate) 

FACTOR. VIII _. . . »» ... ................. ........................":............ ....._.... ..,.»... . 
FACTORATE ........._.... .._.».... 
BATCH S18408 O8

..._ .................... • • L 
V 

.............. ............. .,(g 1-2v...._. ._...,.».... ....._....,...._»... ..............-_-............-.........,,. 79 5/5j 
_.-_ ... ...........".._......."........_.....,.,,..._...._.... 

) ,.,,......,,,.....,..... 

PROFILATE _ ....................................................,<....,...,.._.,.. ...,,,_,.......... .................... .."............... ... .............,-._......._................._.. ,.......,..,........... _. .._...... 
BATCH A10390 I'.V. 727us 8/5/79 13/5/79 ) HAEMOPHILIA A 

»,... ,...:. ..,._....» ................r. .....,,.,,., . .....,............ X4 
...... ,....,...,. .,.,,,. ,......_......... ...».,....,. ) 

,.......-.-.»......,.,,»......._.., 

.......... 
(Pr Vaccines give Batch Na.) 

. 

REACTIONS (List separately) Started Ended OUTCOME (e.g. fatal: recovered) 

HEPATITIS. Patient 'dund1cel About Patient still jaundiced 

Rttisitd LFT's (i.e. ra90 d 
.. 

AT) 
_.."_._ . . ............ _.... ...- ... ............... ..,..... ., 

...........r, 

26/5/7 

. ...:... ..... . . 

... and under 
observation it 

Multiple sequential te;,..,a +err HBe Ag hospital 

..4 1,,..l1R8R t3f.q 

Additional Notes 

General 1lalaiae, other -wins ronsnnebly 
well 

and 

no 

oomp•litxations to 

date. 

T5 milerfns am 0, $a S. 4a, Op %nets 

WITN7183006_0004 



M.'IDENCE 4-rA4- 3M ! J 1;::/1, CSM/AR; lND 
B1M272oab 

RIiVOIIT ON SUSVECTLl) TOXICITY OR SD) ti  I°L(TS 

For the information of `1'I11' COMMITTEE ON SAFETY 01' M➢,1)1C1NES 
NV•ES Ittk. GUIDANCE. 

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

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

3. Record all other drugs, including self-medication, taken in the previous 3 months. With congenital abnormaliticx, rccr,d all S,t, . 
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 representative of product 
allow linkage with other licence holder—
reports for same patient) ARMOUR PHARMACEUTICAL CO LTD ._._._._._._._._._._._._._._ HAMPDEY ? 

GRO-B °sTHa 
._._.' GRO-B Signed: ~Batc: 4c/7/ 

-s.-^ ------- doctor (anti addrrss if knownl: 
Sex Age or Date Weight GRO-B 

of Huth if known DEEP OF IfAlE1NAi&xy' 
HALLAMSHIIE HOSPITAL 

M 50 SHEFP3ELD 
DATES 

DRUGS• (Brand name where ROUTE DOSE INDICATIONS 
Prom To appropriate) 

rACTORA3'E ,. ...•.• .......... ... . . _..._I.  250-2$O _. ....,..,•,•,...w .,_....... .,.... ,....._......,.,_.. 
BATCH S23209 it, . unto 8/5,198 8/6,1/ 9 ltq rtltroeis 

OftM? OGUIVNERCIAL.-FACTOR.... E .... ............ SJJJ t  P✓S~X&..... _.. ,......,, . e.,.  ,., ..........,........ ._.. 
TII 

NHS FACTOR _YIIL.._.........:.,_...._.. . ..lit..:. .. . ..,.,..,_.....,.... _226.2~/9.23LSL79 ..... ..... ........_,..... ........ ....,,.........•...,.•..•,..,.::..,.. 
('For Vaccines give Batch No.) 

REACTIONS (List separately) Started Ended OUTCOME (r.o. fatal: rcooscced)~ 

HEPATITIS 2/ffLZ9... ,.., 

RAX8ZD LIVER PUM1:TPq . T .'STS, b/.gcZB, .,-.....::._...,.• ....... ,:.......................................,,............. .... ...............
.........

. 

... . 

1fECADId' uftA~ PQ9ITTVE 2/6/79 
.. .................................... .. ........................... ..... 

Addhioaat Noun •-•-•-•-•-•-•-•-•-•-•- 
GRO-B Ireportea the foLlowi rc ;.<r 

"'srxrr7frr'hepatitie. The time nt mtc bettveerr giving Faetos'ate and 
deveLopirig nepatitie aces seem tr, s7,, r . ; nr the .s'aetorcrte to have aeon 
the causative agent". 

n.r 224455 ha am G. a & S. I.ar, (3j atita 

WITN7183006_0005 



IN CONPIIXNCE c$M:AR'INL) 
B/M272:0M 

RI 1O1tl ON SLSI*(CII.I) -IOSICTUY OR SIDE..rlIIicTs i 

P.4 the x '.ti;tdo t of `till: COMNU I I RR ON' SAI'ETY OF MEDICINES IOh/7t 
A`Q1F.S E(* C,L9I)AN(

1. For all drugs, pka.e record serious or unusual reactions. For new drugs record all traction.. 

2. Record, on the top line, the drug su pected 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 drugs 
taken during pregnancy. 

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

Name of Patient; From (Name and address): 
(Required in confidence to Company doctor or other representative of product 
allow linkage with other Jie~e.•a.kotat.e.~._....., 
reports for same Mien) G RO-B 

-•-•-•- --- --- ------ - - Or3f oiiciu 
GRO-B Ha ciets max GRO-B Signed: :14th Auguot 

-2Qamt.atnad=L!Lawn.dneter (and address if known'- 
>e t ~ or Duo Weight GRO-B 

of Roth if known - L'4]rT1SA:T1LtlTK:"frOE111ClYfjogist, 

The Leicester Royal Infirntery, 
Leicester. 

~._
DATES -` 

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

Ft1lRTQ x ................... ........... .................... ......_.-.. .. . ... ............_...._... ..........._..................... 
...:. .......... ....... 1t ...... ............._.... ................. ...................... ...,................ 

sI7a0s 1.7./..1.1. 
....,....,,..,..,....__......518906

..... ..-.. ..,......:. ._...... ..11slr.9..... ...rMPO 4bn. p ............................. ..... 

520107 

('For Vaccines give Batch No.) „ 

REACTIONS (List sepanitely) Stared Ended OUTCOME (c.g, fatal: teem ared) 

• HEPATITIS 

Ii6aAg..nrrgaxlva...wn.,.lafarz .............._...._..., ...,,..... . ....._ :.. ... ... _... ,.. ,._..._... . ... ............. ... . 

8/5/79became Hf3cPBPcaitfve $n ...:... ....... ...._. .. ......._.. ..........._.._.._.. ._............ ....... •.. ................................. ....... 

Additional Notes 

Rnce(ved Factorate as horse treatment 

Pd 214917 S. 5,75G. a h 5. tot{. (ip 3055 

WITN7183006_0006 



IN CO'FU)[NCE CSM/AR'i,'I
Bi Mj2; 086 

REI*OR'1" ON $I wf*ECTf3U TOXICITY OR STD€ EFFECTS ' O ~Q lam{ 
For the information of TllF COMMITTEE ON SAFETY OF MEDICINES N 

NOTES FOR GUtuANCL 

I. For all drug, please record serous or unusual ructions. For new drugs record all reactions. Q /~/(q 

2. Record, on the top line, the drug suspected of causing harmful effects to the patient at normal 
l t~ V  

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

4 Please do not'be deterred from reporting bedtrse some details are not known, 
f 

1 
of Patienr. 7 From (Name and addtas):

(R tlted in confidence to Company doctor or other eepa....,U a atpradtax 
afdw linkage with other - ' 

.a 
G RO-B 

----- ----. 
y.:.{.tP,pOjl{' for same patient) - :h'• i,'y ..+r. J, 

... .,,.... .,,. .....•...r..-.. `; 1t57 7'-r'n1i CEdLTttidG7. eland .. ..~ is 

T tan a n 1zx raRza inner._. sex. 

GRO B 
aa:I7tFt 

vor'i ...<.. . •~i. t. tr. »c,» +ate J---F(andaddressifknowi). 
Sew rt~ee or Date I Weight 

if known 
G RO-B 

`of iinh  7a $TSl uei+Baty AoaptaZ,
~}FOkBEt a"tresta. 6Z'$.

DATES 
`flkUGS" (Btattd name whero ROUTE DOSE I1*tI3I(ATIO4S"

From To .ppopna*) s.. a

________________________ .......

RAPNt'1P}$FLIA /I 

&S1740 
m 

 r y.» 1tLzrch 1979 .. ,.. 

.....

AJJO f ' Q1 
y.. 

~tepaawLz ca:...... ». .».»µ ...:........... »._.,. h.,,:: err .2979 

(For Vaccines give Batch No,) 

REACTIONS (List separately) Stated E,ndetl OUTCOME (eg. fatal: re00vated) 

Addidmd NOW 

fM 3a+ur sa 103 0, a • a. tad. on 7613 

WITN7183OO6_OOO7 



1I)LCE CSMIARiIND 
B/M2724086 

RL'PORT ON SUSPECTED TOXICttT OR SIDiE.E~F&C"tS 

For the information of THE COMMITTEE ON SAFETY OF MEDICINES 

NO'l-ES FOR GUIDANCE 

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

2. Record, on the top lint, the drug suspected of causing harmful effects to die patient at normal dosage. *aw 

3. Record all other drugs, including self-medication, taken in the previous 3 months. With congenital abnornaalirics, record all drug, 
taken during pregnancy. t ~ ( jy

4, pkase do not be deterred from repotting because some details arc not known. , () 11 O U I 
}lame of Patient: From (Name and addtat):
(Required in confidence to Company doctor or other repeeaen e of ptadttnt 
now linkage with other

eepoetsforssmepatitnt) GRO-B x -' _ ~ . . 
- _ _.- * - ----------- - - prmQ r Ltd. '. 

GRO-B Hampd( GROB East Sus ex
Signed: Doe: t rRi ' fi' 

seg Age e if n o
_lkp.,aw of narieo +s w dncrnr, (and address if known): . 

GRO-B 
SENIOR REGISTRAR OF HAEMATOLOGY 

l~ erto-c~1968 30.5 K9. 
ROYAL INFIRMARY LEICESTERSTER 

DRUGS" (Brand name where ROUTE DOSE 
DATE y Y: 

INDI(:AInO4f$ " 
appropriate) From I TO

Factorate Batch S1_8406 L M µa 28)12(7 .•.6 /79_ --,Haemophilia,... _. %•'~' z _ 

S17405 

S2QL(1L. :r: 

Lister,Instityt __.„... ....UL.....-- 1jL 6j 5 " 

-..-.-...- 

('For Vamna give Batch No.) 

.--.--- ..-..-- 

REACTIONS (List separately) Started Sided OUTCOME (c4 ftyal: tetoaaed) 

Hepatitis st 'Week 

.

- . 

Recovered `"" 

fl .Mh.. ` ............-.................... 

AdditionalNotes 4Bs Ag status negative before and after treatment. 

W saiai s.. tars G.a & S. L, . Cie no) 

WITN7183006_0008 


