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CAUSE OF DEATH
POPULATION: EFS PATIENTS WHO WERE INTOLERANT TO LAST CHEMO REGIMEN & WHO DIED WITHIN 4 MONTHS OF RANDOMISATION

RANDOMISED TREATMENT = GEFITINIB

DEATH
TIME TO PRIMARY CAUSE PRIMARY CAUSE SECONDARY CAUSE SECONDARY CAUSE AUTOPSY RELATED
PATIENT DEATH OF DEATH PREFERRED TERM OF DEATH PREFERRED TERM DONE TO CANCER
E0113004 1.87 Non small cell lung NON-SMALL CELL LUNG No Yes
cancer CANCER
E0147002 1.28 Non-small cell lung NOW-SMALL CELL LUNG No Yes
cancer CANCER
E0150005 2.53 Non small cell lung NON-SMALL CELL LUNG No Yes
cancer CANCER
E0341002 1.25 Pulmonary embolism PULMONARY EMBOLISM Non-small call NON-SMALL CELL No Yas
lung cancer LUNG CANCER
E0505018 0.92 Respiratory insufficiency RESPIRATORY FAILURE Progression of NON-SMALL CELL No Yes
nsclc LUNG CANCER
E0505056 3.25 Kardio - resp insuff CARDYOPULMONARY FAILURE Caused by LUNG NEOPLASM No Yes
progressive lung MALIGNANT
cancer
E0505058 3.29 Respiratory failure RESPIRATCRY FAILURE Prograession of NON-SMALL CELL No Yes
nsclc LUNG CANCER
E0568004 0.79 Multiple organ failure MULTI-OFGAN FAILURE Pneumonia PNEUMONIA No Yes
E0587004 2.63 Respiratory insuficiency SEPSIS No No
due to sepsis
E0622011. 0.66 Non small cell lung NON-SMALIL: CELL LUNG No Yes
cancer CANCER
E1108005 1.15 Non-small cell lung NON-SMALL CELL LUNG No Yes
cancer CANCER
E1125008 1.08 Non small cell lung NON-SMALL CELL LUNG No Yes
cancexr CANCER
E1126005 1.45 Non small cell lung NON-SMALL CELL LUNG No Yes
cancer CANCER
B1165001 3.32 NSCLC NON-SMALI CELL LUNG No Yes
: CANCER
E1356004 1.12 Non small cell lung NON-SMALIL CELL LUNG No Yes
cancer - progressive CANCER
disease
E1460006 0.69 Lung cancer progression LUNG NEOPLASM MALIGNANT . No Yes
E1461027 1.08 Respiratoxy insufficiency RESPIRATORY FAILURE Pulmonary NON-SMALL CELL No Yes
metastases of non LUNG CANCER
small cell lung METASTATIC
cancer
E1461032 1.41 Respiratory insufficiency RESPIRATORY FAILURE Hemoptysis HAEMOPTYSIS No Yes
E1461056 1.94 Acute respiratory ACUTE RESPIRATORY FAILURE No No

insufficiency
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PATIENT
E1461057
E1461075

E1461080
1461087

E1509011
E1728003
E1730012

E1733004
E1910001

ES300003

ES5706006
ES5804020

E6Q03008

E6003039

E6108006
E6600001

TIME TO
DEATH

0.43
0.72

1.38
3.18

3.29
1.74
3.42

3.02
3.58

1.58

2.43
2.92
3.29

1.22

.85
1.18

PRIMARY CAUSE
OF DEATH

Respiratory insufficiency
Multiple organs collapse

Respiratoxy insufficiency

Carcinomatosis

Non small cell lung
cancex

Progression of subject's

nsclc
NSCLC progression

Metastaic lung cancer

NSCLC

Cardiopulmonary arrest
probably secondary to
disseminated malignancy.

Not known as patient

expired in a remote place
Progression of non small

cell lung cancer

Metastatic, progressive

non-small cell lung
cancer.

Progressive metastatic

non small cell lung
cancex
Regpiratory faile

Non small cell lung
cancer

18391IL/0709

CAUSE OF DEATH
POPULATION: EFS PATIENTS WHO WERE INTOLERANT TO LAST CHEMO REGIMEN & WHO DIED WITHIN 4 MONTHS OF RANDOMISATION

RANDOMISED TREATMENT = GEFITINIB

PRIMARY CAUSE
PREFERRED TERM

RESPIRATORY FAILURE
MULTX-ORGAN FAILURE

RESPIRATORY FAILURE
METASTATIC NEOPLASM

NON-SMALL CELL LUNG
CANCER
NON-SMALL CELL LUNG
CANCER
NON-SMALL CELL LUNG
CANCER

LUNG CANCER METASTATIC

NON-SMALL CELL LUNG
CANCER

CARDIO~-RESFIRATORY ARREST

DEATH

NON-SMALL CELL LUNG
CANCER

NON-~SMALL CELL LUNG
CANCER METASTATIC

NON-SMALL CELL LUNG
CANCER METASTATIC

RESPIRATORY FAILURE

NON-SMALL CELL LUNG
CANCER
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SECONDARY CAUSE
OF DEATH

Lung cancer

Lung cancer

Lung carcinoma

Cardiorespiratoric
failure

Bronchogenic/non
small cell lung
cancer stage iv
brain metastases
and pleural
effusion (right)
s/p closed tube
thoracostomy and
removal {right}

Raspixatory
failure

Non-small cell
lung cancer

SECONDARY CAUSE
PREFERRED TERM

LUNG NEOPLASM
MALIGNANT
LUNG NEOPLASM
MALIGNANT

LUNG NEOPLASM
MALIGNANT
CARDIOPULMONARY
FAILURE

NON-SMALI. CELL
LUNG CANCER STAGE
Iv

RESPIRATORY
FAILURE

NON-SMALL CELL
LUNG CANCER

AUTOPSY
DONB

No
No

No
Yes

No

No

No
No

No

No
No
No

No

No

BEER 16-2

DEATH
RELATED
TO CANCER
Yes

Yes

No
Yes

Yes
Yes
Yes

Yes
Yes

Yes

Yes

Yes
Yes

Yes

Yes



PATIENT

E0505005
E1009015
E1151001
E1173001
E1201001
E1210001
E1461093

E1462003
E1701028

TIME TO
DERTH

0.46
2.46
0.53
2.30
2.99
1.61
3.45

0.36
3.35

PRIMARY CAUSE
OF DEATH

Respiratory failure
NSCLC

Progression of non-small
cell lung cancer

Lung cancer

Lung cancer

Superior vena cava
syndrom

Pulmonary insufficiency
Bronchopneumonia

Chronic obstructive
pulmonary diseasa

1839IL/0709

CAUSE OF DEATH B .
POPULATION: EFS PATIENTS WHO WERE INTOLERANT TO LAST CHEMO REGIMEN & WHO DIED WITHIN 4 MONTHS OF RANDOMISATION

RANDOMISED TREATMENT = PLACEBO

PRIMARY CAVUSE
PREFERRED TERM

RESPIRATORY FALLURE

NON-SMALL CELL LUNG
CANCER

NON-SMALL CELL LUNG
CANCER

LUNG NEOPLASM MALIGNANT
LUNG NEOPLASM MALIGNANT
SUPERIOR VENA CAVAL
OCCLUSION

RESPIRATCRY FAILURE
BRONCHOPNEUMONIA

CHRONIC OBRSTRUCTIVE
ATIRWAYS DISEASE
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SECONDARY CAUSE
OF DEATH

Progression of
nscle

Progression of
non-small cell
lung cancexr
Lung cancer

Lung cancer

SECONDARY CAUSE
PREFERRED TERM

NON-SMALL CELL
LUNG CANCER

NON-SMALL CELL
LUNG CANCER

LUNG NEOPLASM
MALIGNANT

LUNG NEOPLASM
MALIGNANT

AUTOPSY
DONE

No
No
No
No
No
No
No

No
No

MRS 16-3

DEATH
RELATED
TO CANCER
Yes

Yes

Yes

Yes

Yes

Yes

Yes

Yes
Yes
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1839IL/0709
CATEGORIES OF ADVERSE_EVENTS (BY PATIENTS) BY ETHNIC GROUP
. POPULATION: EVALUABLE-FOH-SAFETY
TREATMENT RECEIVED
GEFITINIB | PLACEBD | ALL
___________________________ o o o m e oo m e =
ORIENTAL  |NON-ORIENTAL | ORIENTAL  |NON-ORIENTAL | ORIENTAL |NOM-ORIENTAL
------------- L T L e Tl L e Rl ke Tk R T R RO
N=235 | N=B891 | N=107 | N=455 i N=342 | N=1346
------------- D D R D Lt T e
¥ | &« | v | % ("N | % | N )} % } N | s | N | %
-------------------------------------- L Y e D e T et B R bl el
Patient had an AE | 227 9s6.6] 700] 7B.6| 92| 8s.0] 305] e7.0) 319]| 93.3] 100S] 4.7
-------------------------------------- Bl ek b ek it o et Dl R R Y el E
Treatment-Related AE | 178] 75.7] 480} 353.9] 41} 38.3] 120} 26.4] 219} 64.0} 600] 44.6
—————————————————————————————————————— i e e i el e At e R bbb e e
Serious AE | 55| 23.4} 161| 18.1] 24| 22.4| 74} 16.3} 79] 23.1] 235 1317.5
-------------------------------------- et e Rl Dl el D dutaid e e r T R S AV
Serious Treatment-Related AE | 71 3.0f 200 2.2} 1l o.9] 71 1.5} 8} 2.3 271 2.0
-------------------------------------- e e D ket T i bt T Sl S g vt
Non-Fatal Serious AE { 52| 22.1f 128] 14.4] 15} 17.8} 64] 14.1) 71} 20.8] 192 14.3
--------------------------------------- itttk et i e i et D et Ll R N iy LT L T g .
Discontimuation Due To AE | 71 7.2} 4]  4.9) 2] 1.9] 1f 2.4 19f s.6] 55] 4.1
-------------------------------------- F o e e e e e e e . el b e i e i e i - - ——
Discontinuation Due To Treatment- I | l ' i l
Related AE 9 3.8 22 2.5 0 ] 3 0.7 9 2.6 25l 1.9
-------------------------------------- b At Sl et e At e T ettt LR LD ST g 00 A g S
Discontinuation Due To Serious AE | 11] 4.7 22|  2.s} 2] 1.9) 8| 1.8] 13{ 3.8} 30| 2.2
-------------------------------------- i e e el R LT TR Py (U Sy
Discont. Due To Serious Treatment- l l I I I
Related AE ] 2.1 5 0.6 0 0 3 ¢.7 5 1.5 8 0.6
-------------------------------------- i s e e e ek N i Ll bl s Ny S
Death Due To AE ! 1] 4.1 44| 4.9] 6] 5.6} 1§] 3.5) 17} s.0) 60] 4.5
-------------------------------------- il b S e et St Tl Y U U S UpS RPN TP
Death Due To Treatment-Related AE | 2f  0.9j 31 0.3} 0| o} 1} 0.2) 2}  o.6] 4| 0.3
-------------------------------------- i e e e e e T S R TRTEPUP FEpRpyR Ry Ry S
CTC Grade 3 or 4 AE i 201] 43.0] 240| 2s.9] 3] 3s5.5] 113) 24.8] 139| d4o0.6| 353 26.2
-------------------------------------- B e e e tnd e L O S g S oy U
CIC Grade 3 or 4 Treatment-Related AE | 27| 11.s] €3] 7.1 1l o0.9] 15| 3.3} 28] 8.2 78 5.8
-------------------------------------- i e i L L e i, Sl L T e U - U SIS
Interstitial Lung Disorder Type Events] 7} 3.0} 5| o.6] 4f 3.7} 1] o.z| 11 3.2 s} o.4

ADVERSE EVENTS OCCURRING DURING FOLLOW-UP (I.E. OCCURRING WITHIN 30 DAYS AFTER DISCONTINUATION OF
INVESTIGATIONAL PRODUCT) ARE INCLUDED
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18381L/0709
NUMBER OF PATLENTS WITH SERIOUS ADVERSE EVENTS

POPULATION: EVALUABLE-FOR-SAFETY

SYSTEM ORGAN CLASS PREFERRED TERM TREATMENT RECEIVED
GEFITINIB | PLACEBO
----------------------------- L kL T
ORIENTAL | NON-ORIENTAL | ORIENTAL | NON-ORIENTAL
-------------- ittt E e el e D et TP
N=»235 | Nw891 | N=107 { N=d58
e mem—mm e ———— L s o m e m - a— $remmmce e
N | ¥ | | s | | x | N | L
--------------------------------------------------------------- R e e e e L el o TV
BLOCD AND LYMPHATIC SYSTEM TOTAL | 3| 1.3} 8| 0.9} ol (]| 3] 0.7
DISORDERS s e Homeeccfane oo o O O Bmeemmedmmma———
ANAEMIA | 2| 0.9 8| 0.9] ol ol 2] 0.4
B e o e Hrommen $emmmen Frmr———— - A ——— ST L
FEBRILE NEUTROPENIA | ]| o o of ol o} 1 0.2
------------------------------- L e e T e R e
NEUTROPENIA § 1) 0.4] ol ol ] ol 0] 0
------ i e el DL Lt R R il kel LD e i T L e R i e o St
‘CARDIAC DISORDERS TOTAL | 6] 2.6] 10) 1:1]) 1] 0.9] 11| 2.4
L R L e - - - - G- - - dmmmm—aa
ACUTE MYOCARDIAL INFARCTION | 1] 0.4) 1} 0.1} 0| 0| o) (]
------- R R e il D T T Lt ot L Tt it
ANGINA PECTORIS | of o 1] 0.1} ] ol 1} 0.2
-------------------------------- Rt R e e e T T LR LD T et AL T
ARRHYTHMIA | 0| of 1{ 0.1] o ol a 0
------------ B et b e i Ll et e S e it
ARRHYTHMIA SUPRAVENTRICULAR | of ]| ol of of of 1] 0.2
--------- e e T D T el Sl et L e e L
ATRIAL FIBRILLATION | 1| 0.4} ol of o} ] 1] 0.2
------------------------------- e et et e e et A LEE LY S e L LEE T
BRADYCARDIA | ol o} o} o] o] o] 1} 0.2
------------------------------- L D T R et Sl e R e
CARDIAC FAILURE | 1} 0.4] 1 0.1] o ol x| 0.2
{Continued)

MEDDRA VERSION 7.1
A PATIENT CAN ONLY BE COUNTED CNCE WITHIN ANY SPECIFIC PREFERRED TERM
ALL PERCENTAGES SHOWN ARE OF TOTAL PATIENTS IN TREATMENT GROUP AND DO NOT NECESSARILY ADD UP TO 100%
WITHIN SYSTEM ORGAN CLASS
ADVERSE EVENTS (OCCURRING PRE-TRIAL ARE NOT INCLUDED
ADVERSE EVENTS OCCURRING DURING FOLLOW-UP (I.E. OCCURRING WITHIN 30 DAYS AFTER DISCONTINUATION OF
INVESTIGATIONAL PRODUCT) ARE INCLUDED
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18391IL/0709

NUMBER OF PATIENTS WITH SERIOUS ADVERSE EVENTS

POPULATION: EVALUABLE-FOR-SAFETY

SYSTEM ORGAN CLASS PREFERRED TERM TREATMENT RECEIVED
GEFITINIB | PLACEBO
----------------------------- +---~--—_-_-—-_---——-—————---—-
ORIENTAL | NON-ORIENTAL | ORIENTAL | NON-ORIENTAL
-------------- e e D
N=235 | N=891 | Nel07 | N=455
-------------- i il L R
N o] oy | N | % | N | ¥ | N | %
--------------------------------------------------------------- e e D et L (R S S
CARDIAC DISORDERS CARDIAC FAILURE CONGESTIVE | o of 1 0.1 o} o] 0| e
------------------------------- b inbaiataiald el bl bl el e L T L Rt Dt T R Sy up ey S,
CARDIAC TAMPONADE | i} 0.4| 0] o} ol o} o) 0
------------------------------- ittt e e L ial iR Tt ey U
CARDIOPULMONARY FAILURE | of o] 14 0.1} oj ol 1] 0.2
----------------------- et e e R R il T T r Sepu s R,
COR PULMONALE | of of L] 0] al o] 1] 0.2
------------------------------- i e R e T el T PP U
CORONARY ARTERY DISEASE | 1} 0.4} 0] 0} ol of o} ]
------------------------------- it e e e T L T TP
MYOCARDIAL INFARCTION | 1| 0.4 k]| 0.3 1| 0.9{ 2| 0.4
---------- Attt At Sedeiate el LD DR R DR LR N T b L R T i U TN
MYOCARDIAL ISCHAEMIA { (1] H of 0} o] o} 1} 0.2
------------------------------- b ittt e e T o R
PERICARDIAL EFFUSION | 1) 0.4| o] 0| 0] of 2| 0.4
------------------------------- B el B e i S
SILENT MYOCARDIAL INFARCTION | of of 1 0.1} el o} o] 0
------------------------------- i A et D L Rt 1T PRpEpis HUpEpp I
SUPRAVENTRICULAR TACHYCARDIA | ol o) 0| o) 0} of 1] 0.2
------------------------------- +-----—-----—-------~-——--—--—--+------+—------+------+-----—?+-——--—+-------+--—---+——-----
COWNGENITAL, FAMILIAL AND TOTAL | of L] of o o o 1| 0.2
GENETIC DISORDERS | cccmmmmmmciccea fm————— e A ——— frmmm——— dmmmeea fm - ——— e e—a
TRACHEO-OESOPHAGEAL FISTULA | o} ol o] 0] 0} 0) 1) 0.2

(Continued)

MEDDRA VERSION 7.1
A PATIENT CAN ONLY BE COUNTEU GNCE WITHIN ANY SPECIFIC PREFERRED TERM
ALL PERCENTAGES SHOWN ARE OF TOTAL PATIENTS IN TREATMENT GROUP AND DO NOT NECESSARILY ADD UP TO 100%
WITHIN SYSTEM ORGAN CLASS
ADVERSE EVENTS OCCURRING PRE-TRIAL ARE NOT INCLUDED
ADVERSE EVENTS OCCURRING DURING FOLLOW-UP (I.E. OCCURRING WITHIN 30 DAYS AFTER DISCONTINUATION OF
INVESTIGATIONAL PRODUCT) ARE INCLUDED
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1839IL/0709

NUMBER OF PATIENTS WITH SERIOUS ADVERSE EVENTS

POPULATION: EVALUABLE-FOR-SAFETY

SYSTEM ORGAN CLASS PREFBERRED TERM TREATMENT RECEIVED
GEFITINIB | PLACEBO
............................. e e ————
ORIENTAL | NON-ORYENTAL | ORIENTAL | NON-ORIENTAL
-------------- e e etk T T
N=235 | N=891 | N=107 | N=455
-------------- bkl D e e L bt
N | % | N | s | wm | % | N ] %
--------------------------------------------------------------- i e i e et E R il T T
EAR AND LABYRINTH DISORDERS ‘TOTAL | of of 1) 0.1 o] | o] 0
------------------------------- e e Sl e e L e da bl L T TR
VERTIGO | o] o} 1} 0.1] o] o) 0] 0
------------------------------- e e e e e e e e e e e e e e e et e e e e e NS e m e e e s i e
EYE DISORDERS TOTAL | o] oj 1] 0.1} 0] of 1} 0.2
---------------- e b L D D R et et T T T S
CATARACT | o] o o ol o o] 1) 0.2
----------- i i Dbl i e L L Y Dl il il Ll T
RETINITIS | of of 1[ 0.1] ol oj of 0
------------------------------- el e e et bl e e it i L T juup .
GASTROINTESTINAL DISORDERS TOTAL | 4] 1.7] 28| 3.1} 2| 1.39| a) 1.8
------------------------------- L e e e e R R L e e
ABDOMINAL PAIN ] o} ]| 2| 0.2] o] 0| 1) 0.2
------------------------------- L it el e e L L et et
ASCITES | | of 0| o oj 0 1] 0.2
-------------------------------- et e b L T T LR L T T T
CONSTIPATION | o o] 5( 0.6] o} of ol ]
------------------------------- L L R L D el e
DIARRHOEA | of of 9| 1.0) of ol 2} 0.4
------------------------------- Ll e e e e L L e e L L L R
DYSPHAGIA ] of ] 2| 0.2] o] 1] o} 0
--------------------------------- R e et L s el e
ENTEROVESICAL FISTULA | of o} -0} o] o) o] 1] 0.2

{Continued)

MEDDRA VERSION 7.1
A PATIENT CAN ONLY BE COUNTED ONCE WITHIN ANY SPECIFIC PREFERRED TERM
ALL PERCENTAGES SHOWN ARE OF TOTAL PATIENTS IN TREATMENT GROUP AND DO NOT NECESSARILY ADD UP TO 100%
WITHIN SYSTEM ORGAN CLASS
ADVERSE BVENTS OCCURRING PRE-TRIAL ARE NOT INCLUDED
ADVERSE EVENTS OCCURRING DURING FOLLOW-UP (I.EB. OCCURRING WITHIN 30 DAYS AFTER DISCONTINUATION OF
INVESTIGATIONAL PRODUCT)} ARE INCLUDED
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SYSTEM ORGAN CLASS

GASTROINTESTINAL DISORDERS

{Continued)

ALL PERCENTAGE

ADVERSE EVENTS OCCURRING DURING FOLLOW-UP (L.E, O

1839IL/0709

NUMBER OF PATIENTS WITH SERIOUS ADVERSE EVENTS

POPULATION: EVALUABLE-FOR-SAFETY

NAUSEA

- - e -

PANCREATITIS

UPPER GASTROINTESTINAL
HAEMORRHAGE

GEFITINIB
ORIENTAL | NON-ORIENTAL
-------------- e Rk R .
N=235 | N=891
-------------- e e e — -
Nl [N | %

o — - Frmmm—ee e m——— R
| of of of 0
pomm o m - domem—e fomm—e—n
{ 1 0.4 1] 0.1
o= frmm——— o domm e
| of 0| o o
fm—m——— domm—eoe Frmem—n L td
| o} o} 0} 0
e e ———— - Fommmma.—
| 0} 0} o] ]
$mmnmme Fm tmm - dommmmee
| o o} 6| 0.7
Freemna fommena Fume e dmmemmm e
! of of 1f 0.1
$omemem LT tomm——— Fmmmmoa o
| 1f 0.4] o} 0
Lt L TR femnma—- e mm—————
! of of 1] 0.1
frmem—— - - —— Hmwm————
{ o} o 1} 0.1
Fomm - Ao prmwea Fomm
I 1! 0-4| 0‘ 0

MEDDRA VERSION 7.1

WITHIN SYSTEM ORGAN CLASS
ADVERSE EVENTS OCCURRING PRE-TRIAL ARE NOT INCLUDED

INVESTIGATIONAL PRODUCT) ARE INCLUDED
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PLACEBC
ORIENTAL | NON-ORIENTAL
______________ P

N=107 | N=455
______________ dmmmmam e m e
¥y o] s | N | %

------ bbbl LR
1} 0.9]) o0} 0
------ G e
o} o] [ 0
------ bt bt D e T
o] 0] 2| 0.4
------ bbbl D b T
Y| 0.9] oj 0
------ L R Ay
of of 1 0.2
------ L D LTl TP S
of o] 2] 0.4
------ e
o} o} o) 0
------ Rl e, Lt T
o o] 0] ]
------ hinfatakudadaial LR S L LR R TP
o} 0] o} o
------ i e
o} o} o 0
------ i ettt
0| °| Ol o

A PATIENT CAN ONLY BE COUNTED ONCE WITHIN ANY SPECIFIC PREFERRED TERM
S SHOWN ARE OF TOTAL PATIENTS IN TREATMENT GROUP AND DO NOT NECESSARILY ADD UP TO 100%

CCURRING WITHIN 30 DAYS AFTER DISCONTINUATION OF

CERURY = s S )



1839IL/0709
. NUMBER OF PATIENTS WITH SERIOUS ADVERSE EVENTS

POPULATION: EVALUABLE-FOR-SAFETY

------------------------------------------------------------- . S R T TR v 8 A e e T e e e e = e e

SYSTEM ORGAN CLASS PREFERRED TERM TREATMENT RECEIVED
GEFITINIB | PLACEBO
............................. fmemmmemmmeammmmmeamm—ammma——
ORIENTAL | NON-ORIENTAL [ ORIENTAL | NON-ORIENTAL
-------------- R L e et
Ne235 | N=891 ] N=107 | N=455
-------------- D e ikl e Rt
N } % | N ] % | N | % | N | %

---------------------------------------------------------------- B bl e et el R P R
GASTROINTESTINAL DISORDERS | vOMITING | 1| 0.4] s| 0.6| o} o) 1| 0.2
------------------------------- L R R R e e L R R L L R ek L R L SR
GENERAL DISORDERS AND TOTAL | s} 2.1} 16] 1.8} (] o} 8} 1.8
ADMINISTRATION SITE CONDEITIONS [=--=w---c-=mm=cmemmoem oo mmmmem e R $ocmmen e e 4m-meme oo
ASTHENIA | 1| 0.4| 4| 0.4 0| 0| of ]
Rt Ll D L E L L LT tommm—- L L] dommm— oo fonm——- fmmm - o - tmmm
DEATH | of of 2| 0.2{ of of 3| 0.7
Ce e emeEsdecs e — e - ———— o ——— e e fmmmm—n e Formmm—- demm———— +o-m-- B
FATIGUE | ol o] 3} 0.3]) o) o] 2] 0.4
------------------------------- e R L et L L R T ettt

GENERAL PHYSICAL HEALTH | I | I l |
DETERICRATION (] 0 1 0.1 0 0 0 [
--------- B R A L L R Y L LT DR el At L D
GENERALISED OEDEMA | 1} 6.4] 1] 0.1} 0} o) o] 0
-------------- L R e e T T T T
MALAISE f o} 0 1 0.1( o} o o} o
------------------------------- L e Ly Lt T o LT TP
NON-CARDIAC CHEST PAIN | oj 0] o] (1} o) o} 1] 0.2
Rt L L P e hommm—— fucanome - pmmmm——— domm Fommema
OEDEMA PERIPHERAL ] o} 0] of 0| 0] 0| 1f 0.2
------------------------------- B ke T e bt O i ittt
PYREXIA | 3j 1.3} 4i 0.4] ] of | 0.2

{Continued)

MEDDRA VERSION 7.1
A PATIENT CAN ONLY BE COUNTED ONCE WITHIN ANY SPECIFIC PREFERRED TERM
ALL PERCENTAGES SHOWN ARE OF TOTAL PATIENTS IN TREATMENT GROUP AND DO NOT NECESSARILY ADD UP TO 100%
WITHIN SYSTEM ORGAN CLASS
ADVERSE EVENTS OCCURRING PRE-TRIAL ARE NOT INCLUDED
ADVERSE EVENTS OCCURRING DURING FOLLOW-UP {I.E. CCCURRING WITHIN 30 DAYS AFTER DISCONTINUATION OF
INVESTIGATIONAL PRODUCT) ARE INCLUDED
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18391L/G709

NUMBER OF PATIENTS WITH SERIOUS ADVERSE EVENTS

POPULATION: EVALUABLE-FOR-

SAFBTY

SYSTEM ORGAN CLASS PREFERRED TERM

HEPATOBILIARY DISORDERS TOTAL

INFECTIONS AND INFESTATIONS TOTAL

{Continued)

A PATIENT CaN ONLY BE COUNTED ONCE WITHIN
ALL PERCENTAGES SHOWN ARE OF TOTAL PATIENTS IN TREATMENT .

MEDDRA VERSION 7.1

GEFIT

ORIENTAL |

.............. +

N=235 |

.............. M
LN
----------- e I DR TR
| 3| 1.3}
----------- L Ly T s 3
| 1) 0.4]
----------- Rl R
| of of
----------- R Rt Y
] 1} 0.4}
----------- e . 1
| 1) 0.4
----------- Lt DL P
[ of of
----------- R et |
] 1| 0.4]
----------- Lt R et 2
] 1] 0.4]
----------- e e
i 23| 9.8}
----------- e e
| 0] 0]
----------- Ll LEF TR
! o] of
----------- ommm e
| 1] 0.4}

WITHIN BYSTEM ORGAN CLASS

ADVERSE EVENTS OCCURRING PRE

ADVERSE EVENTS OCCURRING DURIN

76

INIB | PLACEBO

o e e —
NON-ORIENTAL | ORIENTAL | NOM-ORIENTAL
.............. e i - -—

N=831 | N=107 | N=455
-------------- B e el T N U

ol o |8 | & | w ] =

------ i e et
2| 0.2] 0} o) 1) 0.2
—————— i, e ek Skt b S,
1] 0.1 ol of o] 0
------ it e R e A rupa
1] 0.1} o) ol 0] ]
------ Rttt e e R Rt
o} ol o} o ol 0
------ e e T L TEP IR ISP,
of of of of o] 0
------ el e e TR D par
o} o o} e| 1} 0.2
------ i e L Rt T TET g
0] o) ol 0] o| 0
------ b e N Ty T T rpayn
o| of of o} of 0
------ e e e e e e e
41 4.6] 15|  14.0] 21| 4.6
------ bt S e A ey ISPV
1) 9.1} o] o| 0} 0
------ B i e Ly U,
1f 0.1] of of o] o
------ bl el R T TR P e A,
3] 0.3} o] 0] 2] 0.4

ANY SPECIFIC PREFERRED TERM
GROUP DAND DO NOT NECESSARILY ADD UP TO 100%

~TRIAL ARE NOT INCLUDED

G FOLLOW-UP {I.E. OCCURRING WITHIN 30 DAYS AFTER DISCONTINUATION OF
INVESTIGATIONAL PRODUCT) ARE INCLUDED
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18391IL/0709
NUMBER OF PATIENTS WITH SERIOUS ADVERSE EVENTS

POPULATION: EVALUABLE-FOR-SAFETY

SYSTEM ORGAN CLASS PREFERRED TERM TRERTMENT RECEIVED
GEFITINIB | PLACEBO
.......... . R e e e e e — = = v e -
ORIENTAL, | NON-ORIENTAL | ORIENTAL | NON-ORIENTAL
-------------- et e el
N=235 | N=831 | N=107 | N=455
-------------- B et e bt it TR
N | % | N ] s | N | % | N | %
---------------------------------------------------------------- R e e R L e L R
INFECTIONS AND INFESTATIONS CELLULITIS | o] 0| 0| o] | o] 1| 0.2
--------------------------------- L e it kel L s e R e e
DIABETIC FOOT INFECTION | 1] 0.4} o) 0| 0] of of o
-------------------------------- L e At L e R bt R R e R T PPN
DIARRHOEA INFECTIOUS | of o 1] 0.1} of o ol 0
------------------------------- L L A R L L R T
DIVERTICULITIS | o) o} 1) 0.1} o} o) 0} 0
------------------------------- e el et R R L Ry e
EMPYEMA | 2] 0.9] 1) 0.1} o} o} o} 0
B L il L R P - - e ma R om—ana Feom——-- e Ammm . ———
GASTROENTERITIS | 1] 0.4| 1] 0.1} o} oj o} 0
------------------------------- Bt R D L e e T e R et
HERPES ZOSTER | 1] 0.4} 1] 0.1} o} o] 0} o
---------------------- B R b e it L R il LR N NEP R P
INFECTION ] o} 0| 1} 0.1] 1] 0.9] o} 0
----------------------- et o intnda e e i bl LR R Ll Ll e
INFLUENZA | o] o] of ol o] ol 1] 0.2
------------------------------- e e e L R
LARYNGOTRACHEITIS | L] o 0| ol of o 1 0.2
------------------------ B e L e L el Lt e e L L e
LOBAR PNEUMONIA . | 1| 0.4] of of 1} 0.9] 1] 0.2

{Continued)

. MEDDRA VERSION 7.1
A PATIENT CAN ONLY BE COUNTED ONCE WITHIN ANY SPECIFIC PREFERRED TERM
ALL PERCENTAGES SHOWN ARE OF TOTAL PATIENTS IN TREATMENT GROUP AND DO NOT NECESSARILY ADD UP TO 100%
WITHIN SYSTEM ORGAN CLASS
ADVERSE EVENTS QCCURRING PRE-TRIAL ARE NOT INCLUDED
ADVERSE EVENTS OCCURRING DURING FOLLOW-UP (I.E. OCCURRING WITHIN 30 DAYS AFTER DISCONTINUATION OF
INVESTIGATIONAL PRODUCT} ARE INCLUDED
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SYSTEM ORGAN CLASS

INFECTIONS AND INFESTATIONS

{Continued)

1839IL/0

709

NUMBER OF PATIENTS WITH SERIOUS ADVBERSE EVENTS

POPULATION:

LOWER RESPIRATORY TRACT
INFECTION

EVALUABLE-FOR-SAFETY
TRERTMENT RECEIVED
GEFITINIB I PLACEBO
............................. oA Er e, e e, e . .. —— -
ORIENTAL | NON-QRIENTAL | ORIENTAL | NON-ORIENTAL
-------------- i e e i Lt R g
N=235 | N=891 | N=107 | N=455
-------------- e e e e R r el e — e ., ————
¥ o] oy | M | s | N ] % | N | s
------ Dt e e e R L LT Tl R ey R,
oI ol 1' 0.1[ 1 o.9l sl 1.1
------- B ittt sttt R D et e T R g LT, LT U SO
] o} o} 2 0.2] o] 0) 0| 0
------- et bbbl el e it Al L T T A
| of of of of of ol 1] 0.2
------- il e e D e L L L LT N,
{ o} 0] o] o} o} ] 1] 0.2
------- i A D e e R LT PR TP
| 14} 6.0| 19] 2.1 9| 8.4f 6| 1.3
------- B e i e R R Ll L puplN
i ol ol 1| 0.1) ol 0f 0] 0
------- Stk Bl e LT T Uy PP PP
] 1] 0.4] o] 0] 0| of of o
------- i e e e T LT Tyt U
| o} af of o] 0} o] i) 0.2
------- S e i b el R e v S
] 1) 0.4] 0] o of o] 0] 0
------- e il et e e J pupupup
{ of of 1 0.1} of o} o} o
------- i e e e s Ak b I
| o} 0| 1) 0.1] o) o] ol ]

MEDDRA VERSION 7.1
A PATIENT CAN ONLY BE COUNTED ONCE WITHIN ANY SPECIFIC PREFERRED TERM
ALL PERCENTAGES SHOWN ARE OF TOTAL PATIENTS IN TREATMENT GROUP AND DO NOT NECESSARILY ADD UP TO 100%
WITHIN SYSTEM ORGAN CLASS
ADVERSE EVENTS OCCURRING PRE-TRIAL ARE NOT INCLUDED
ADVERSE EVENTS OCCURRING DURING FOLLOW-UP (I.E. OCCURRING WITHIN 30 DAYS AFTER DISCONTINUATION OF
INVESTIGATIONAL PRODUCT) ARE INCLUDED
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18391IL/0709
NUMBER OF PATTENTS WITH SERIOUS ADVERSE EVENTS

POPULATION: EVALUABLE-FOR-SAFETY

SYSTEM ORGAN CLASS PREFERRED TERM TREATMENT RECEIVED
GEFITINIB | PLACEBO
--------------- L R L e L TR R
ORIENTAL | NON-ORIENTAL | ORIENTAL | NON-ORIENTAL
----- e it D it
Nw235 | N=g91 | N=107 | N=455
-------------- L T T T L
¥ | s | 8 | ¥ | N | % | BN | %
--------------------------------------------------------------- LD et S R L A
INFECTIONS AND INFESTATIONS RESPIRATORY TRACT INFECTION | o o} 4} 0.4] 2] 1.9] 1] 0.2
------------------------------- it e e R e el it ST TR
SEPSIS | 2] 0.9]{ 2} 0.2] 1| 0.9] of 0
--------------- e b et g D el e et
SEPTIC SHOCK | 3| 1.3] 1| 0.1} 1| 0.9} ol 0
--------- L e e L R R R L e e N R R L L L L TR
SPLENIC INFECTION | o] o| o] o} of oj 1] 0.2
------------------------------- R D et e el T R
STAPHYLOCOCCAL INFECTION | o) o| 1] 0.1} 0] ol ol 0
-------------------------------- T L e S el
SUBCUTANEOUS ABSCESS | 1] 0.4] o 0| o) o] 0} 0
-------------------------------- e e ket L it A e D L
URINARY TRACT INFECTION I of of 1| 0.1 of of of 0
--------------------------------- i D et e i e e
VIRAL INFECTION | 1] 0.4] o] o) o} ol of 0
-------------------------------- R R T L ks LT LT
WOUND INFECTION | 1] 0.4| o] o} 1] 0.9] o] 0
------------------------------- L bt e T D e b R e el LT e
INJURY, POISONING AND TOTAL | 0| 0} | 0.7 o] of 2| 0.4
PROCEDURAL COMPLICATIONS = {-----evecccucanm—u.. e Foeonn R Hmeemnn Hmmmmmo o IR #ommmene dmmm——— Aemmmma
FEMORAL NECK FRACTURE ] of 0] 1] 0.1] 0| o] 1] 0.2
------------------------------- Lk D R b A bt e T e
FEMUR FRACTURE | 0f o] 2 0.2] ¢| of of )
(Continued)

MEDDRA VERSION 7.1
A PATIENT CAN ONLY BE COUNTED ONCE WITHIN ANY SPECIFIC PREFERRED TERM
ALL PERCENTAGES SHOWN ARE OF TOTAL PATIENTS IN TRERTMENT GROUP AND DO NOT NECESSARILY ADD UP TO 100%
WITHIN SYSTEM ORGAN CLASS
) . ADVERSE EVENTS OCCURRING PRE-TRIAL ARE NOT INCLUDED
ADVERSE EVENTS OCCURRING DURING FOLLOW-UP (I.E. OCCURRING WITHIN 30 DAYS AFTER DISCONTINUATION. OF
INVESTIGATIONAL PRODUCT) ARE INCLUDED




18391L/0709

NUMBER OF PATIENTS WITH SERIOUS ADVERSE EVENTS

POPULATION: EVALUABLE-FOR-SAFETY

SYSTEM ORGAN CLASS

INJURY, POISONING AND
PROCEDURAL COMPLICATIONS

INVESTIGATIONS

METABOLISM AND NUTRITION
DISORDERS

(Continued)

ALL PERCENTAGES SHOWN ARE OF TOTAL PATIENTS IN TREATMENT GROUP AND DO NOT NECESSARILY ADD UP TO 160%

ADVERSE EVENTS OCCURRING DURING

A PATIENT CAN ON

ADVERSE

N

TREATMENT RECEIVED
GEFITINIB | PLACEBO
----------------------------- R i el T S
ORIENTAL | NON-ORIENTAL | ORIENTAL | NON-ORIENTAL
-------------- o T e et e e e e e e ra e e ———————
N=235 | N=B91 i N=107 | N=455

-------------- il e R Sy U
L I 2 L s 2 A B T B S Y
fmm——— CRET LTS dmamnmn Fommmem b= dommmena Femmena Fmmmm e
] o) 0] 2} 0.2} o} o| ol 0
-------------------- i e R et ot [T pipup N,
} o] 0] 1] 0.1] of of ol ]
-------------------- i e e LT RPN P PSR
| of oj o} al o} e| 1) 0.2
-------------------- i e A B L T RN SOOI
FRACTURE | o) 0| 1} 0.1} 0] o} of 0
-------------------- i e, e il T U
] ol ol 2| 0.2 ol o] 1} 0.2
-------------------- e e i e R T T TP SR S
| of o} 1} 6.1} 6] o} of 0
-------------------- e e e O
| 0] ] 1} 0.1} 0] 0} of ]
-------------------- ittt Al bty Tl R it (b Tt T U
] o] of ol o of 0] 1 0.2
-------------------- i e e D T T TR up R DRSO S,
| 6f z.6| 19} 2.1} 2| 1.9} 8] 1.8
-------------------- e e ekt R Ry T TR T U I
] o) o] 1] 6.1} o) o} o} ]
-------------------- i S e Rt (L L A T S
} o] 0] 0| ol o] of 1{ 0.2
-------------------- e R T LT PR PR Uy S U a i RSN SR
[ i{ 0.4 of of 0] ] o! )

MEDDRA VERSION 7.1

LY BE COUNTED ONCE WITHIN ANY SPECIFIC PREFERRED TERM

WITHIN SYSTEM ORGAN CLASS

INVESTIGATIONAL PRODUCT) ARE
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EVENTS OCCURRING PRE-TRIAL ARE NOT INCLUDED
FOLLOW-UP (I.E. OCCURRING WITHIN 30 DAYS AFTER DISCONTINUATION OF

INCLUDED
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18391IL/0708

NUMBER OF PATIENTS WITH SERIOUS ADVERSE EVENTS

POPULATION: EVALUABLE-FOR-SAFETY

SYSTEM ORGAN CLASS PREFERRED TERM TREATMENT RECEIVED
GEPITINIB | PLACEBO
............................. fem e memmmm i —m——————
ORIENTAL | NON-ORIENTAL | ORIENTAL | NON-ORIENTAL
-------------- LR D L D kit
N=235 | NuB91 i N=107 { N=455
-------------- Gt R i i
¥ | v ] F |} % | N ] % ] N | s
--------------------------------------------------------------- it D e b et L et R
METABOLISM AND NUTRITION DEHYDRATION | of of 13 1.5] 1} 0.9} ] 1.1
DISORDERS === Je-eemccccmeccrmcswrcran—cmmaem—— o ——an. L o m——— T pommmm— FET LY T fummmu- -
DIABETIC FOOT | 1{ 0.4] o] o} of of ol )
------------------------------- L e L it S D E bl S
HYPERCALCAEMIA | 1 0.4 o] of o} of of ]
----------------------------- B e T L L R N
HYPERGLYCAEMIA i al o) 2} 0.2] 0] o} 1) 0.2
-------------------------------- LR R R it e R et T A L L R T TR
HYPERKALAEMIA | of o o} o of of 1} 0.2
------------------------------- L e e it bl Sl T
HYPOCALCAEMIA | o} o] 1) 0.1| of o o] 0
------------------------------- D e e R L R itk TR PPN
HYPOGLYCAEMIA ] 1} 0.4| 1] 0.1) 1] 0.9| of 0
------------------------------- R L R e it L Lt D A LT I LT
HYPONATRAEMIA | 1] .0.4] 1 0.1] o} ol o| 0
L L e R - Focemm— L o= - - Am v -——
MALNUTRITION | 0} o} 1} 0.1) 0} o] ol ¢
------------------------------- it e aiiebehabl e et e e T T
METABOLIC ACIDOSIS i 14 0.4] o] o} o} 0] o} o
------------------------------- Rt i e L Lttt R R R s ettt
MUSCULOSKELETAL AND CONNECTIVE |TOTAL | 2} 0.9) 3| 0.3} o 0} 3| 0.7
TISSUE DISORDERS | ectcccmcccccmccccncmecea- cem——— e trmem——— e e ] drm———— drmm—e L LR R
BACK PAIN | 2 0.9} ol of of of of 0

{Continued)

MEDDRA VERSION 7.1
A PATIENT CAN ONLY BE COUNTED ONCE WITHIN ANY SPECIFIC PREFERRED TERM
ALL PERCENTAGES SHOWN ARE OF TOTAL PATIENTS IN TREATMENT GROUP AND DO NOT NECESSARILY ADD UP TO 100%
WITHIN SYSTEM ORGAN CLASS
RDVERSE EVENTS OCCURRING PRE-TRIAL ARE NOT INCLUDED
ADVERSE EVENTS OCCURRING DURING FOLLOW-UP (I.E. OCCURRING WITHIN 30 DAYS AFTER DISCONTINUATION OF
INVESTIUATIONAL PRODUCT) ARE INCLUDED
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SYSTEM ORGAN CLASS

MUSCULOSKELETAL AND CONNECTIVE
TISSUE DISORDERS

NEOPLASMS BENIGN, MALIGNANT AND
UNSPECIFIED (INCL CYSTS AND
POLYPS)

{Continued)

1839IL/0709

NUMBER OF PATIENTS WITH SERYOUS ADVERSE EVENTS

POPULATION: EVALUABLE-FOR-SAFETY

PREFERRED TERM TREATMENT RECEIVED
GEFITINIB | PLACEBO
----------------------------- e e L g,
ORIENTAL | NON-ORIENTAL | ORIENTAL | NON-ORIENTAL
-------------- bt e L e el L iy
N=235 } N=891 ] N=107 [ N=455
-------------- Rt e R
N | o+ | N | % |8 | % |8 | %

Lt Foemm——— fmm———— - e ——- e Frmw——— Fommem
BONE PAIN | of 0 1} 0.1} o] o) 0} "}
------------------------------- e e et LT ot U P
CHEST WALL PAIN | of of ol o} o} o} 1) 0.2
------------------------------- e e il D R i T T U iy pupEp S R
INTERVERTEBRAL DISC PROTRUSION | of 0] LT o] o} o} 1} 0.2
------------------------------- et e i R bt T S SN
MUSCULAR WEAKNESS | o} of 1 0.1] o] o} o) ]
------------------------------- i e ks L L o U
MUSCULOSKELETAL CHEST PAIN } ]| of 1 0.1} a} ol o] 0
------------------------------- it et e et T UG U PP
PATHOLOGICAL FRACTURE | ]| o} of of o} ol 1) 0.2
A e e e .- frmem——— tomm——— e A Fmme———— L EEE T e
TOTAL } 1} 0.4} 4 0.4 of of 1} 0.2
------------------------------- e e b e e e e e e e e e e e c e e e .-
CANCER PAIN | o} o} 2] 0.2§ of of 1] 0.2
------------------------------- i e D N Ra Lo SUF PIpR R P I
MALIGNANT PLEURAL EFFUSION i o) ¢} 1} 0.1} (]| of oj 0
------------------------------- e B e et e Nt T ST UG Sy
METASTASES TO MENINGES | 9 of 1} 0.1} o) o] of ]
------------------------------- S e et e R LY JupIupu Uty U
TUMGUR ASSOCIATED FEVER j 1| 0.4 0] o} o] o) o] 0
Am————— demm———— o m———— Foremmam - o it o
| ToTAL ] 7| 3.0f 9 1.0] 1} 0.9} s) 1.1

MEDDRA VERSION 7.1
A PATIENT CAN ONLY BE COUNTED ONCE WITHIN ANY SPECIFIC PREFERRED ‘TERM
ALL PERCENTAGES SHOWN ARE OF TOTAL PATIENTS IN TREATMENT GROUP AND DO NOT NECESSARILY ADD UP TO 100%

WITHIN SYSTEM

ORGAN CLASS

ADVERSE EVENTS OCCURRING PRE-TRIAL ARE NOT INCLUDED
ADVERSE EVENTS OCCURRING DURING FOLLOW-UP (I.E., OCCURRING WITHIN 36 DAYS AFTER DISCONTINUATION OF
: INVESTIGATIONAL PRODUCT) ARE INCLUDED

82
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1839IL/0709

NUMBER OF PATTENTS WITH SERIOUS ADVERSE EVENTS

POPULATION: EVALUABLE-FOR-SAFETY

SYSTEM ORGAN CLASS PREFERRED TERM TREATMENT RECEIVED
GEFITINIB | PLACEBO
............................. B L L T AT N R R N U
ORIENTAL | NON-ORIENTAL | ORIENTAL | NON-ORIENTAL
-------------- L L e Ll L el T it b
Nu235 ] Nw891 | Nw107 - | N=g55
-------------- Bk T e L e
N | % | N | % | N | s | N | %

--------------------------------------------------------------- e e e Y L T L el Ll et il
NERVOUS SYSTEM DISORDERS CEREBRAL ISCHRAEMIA ] o] o] 2| 0.2] (]| 0 o] 0
----------------- B et e e e L b L AL Al SEEEdlel bbb bt
CEREBROVASCULAR ACCIDENT | 1] 0.4} o| o] ol of o} 0
------------------------------- L L R Ll e et L DR
CONSCIOUSNESS FLUCYTUATING | i} 0.4] - of o] o] o 0] 0
-------------------------------- s e e et DRl bl Rl el b ikl
CONVULSXON ] 3] 1.3] o] ol 1] 0.9] 2] 0.4
-------------------------------- bt D et bl et e il ke

DEPRESSED LEVEL OF [ , l l I | I
CONSCYIOUSNESS 1 0.4 ] ) o ] o o
----- B D e et L R L e bbbl it i
DIZZINESS | o ol 1| 0.1f ol o} o) 0
P L L L L R R LR Rty o Hem———-- o $mmmmcen Ee L R SR LD L pmm———- $mm———
EPILEPSY | ol of of ol o] 0] 1 0.2
B L e L drmm——— frmmmme- 4= Fommmmm— P S e T L N
HAEMORRHAGE INTRACRANIAL ] 1) 0.4] o} 0] 0 0] o 0
D L e e L e L e L L o m——— - Fmmom—— Fomemmm fumm——- R e Fommm——- fomm—nma
HEMIPARESIS | o] o| | 0.1 ol o} 1} 0.2
------------------------------- L et DU L L T e bl DL DL b bl Dl el St et
INTRACRANIAL PRESSURE INCREASED| o} 9| 1} 0.1} ol o) ol 0
------------------------------- B Lt e L s AL DL DLl LELL Rl Sl bl I
ISCHAEMIC STROKE | | 0] o 1] ol o| 1] 0.2

(Continued)

MEDDRA VERSION 7.1
A PATIENT CAN ONLY BE COUNTED ONCE WITHIN ANY SPECIFIC PREFERRED TERM
ALL PERCENTAGES SHOWN ARE OF TOTAL PATYENTS IN TREATMENT GROUP AND DO NOT NECESSARILY ADD UP TO 100%
- WITHIN SYSTEM ORGAN CLASS
ADVERSE EVENTS OCCURRING PRE-TRIAL ARE NOT INCLUDED
ADVERSE EVENTS OCCURRING DURING FOLLOW-UP (I.E. OCCURRING WITHIN 30 DAYS AFTER DISCONTINUATION OF
INVESTIGATIONAL PRODUCT} ARE INCLUDED
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1839IL/0709
NUMBER OF PATIENTS WITH SERIOUS ADVERSE EVENTS

POPULATION: EVALUABLE-FOR-SAFETY

SYSTEM ORGAN CLASS PREFERRED TERM TREATMENT RECEIVED
GEFITINIB | PLACEBQ
............................. ol " - — -
ORIENTAL | NON-ORIENTAL | ORIENTAL | NON-ORIENTAL
-------------- R et e et R
N=3235 | N=891 | Nul07 | N=455
-------------- R el i R R
N | &% | N }{ % } N | £ | nN | =%
--------------------------------------------------------------- e e e e e T L L
NERVOUS SYSTEM DLSORDERS NEUROPATHIC PAIN | o} of 1 0.1 o ¢ o} o
------------------------------- i e e R e e it Sttt
TRANSIENT ISCHAEMIC ATTACK | o} o} 2| 0.2] ]| of of ]
------------------------ I S e e e e il Lk R Srepur G,
TREMOR | of o] 1] 0.1 o| 0] of 0
------------------------------- et D it ek e S
PSYCHIATRIC DISORDERS TOTAL J o] 0| 3| 0.3} of o} 1} 0.2
et et e m e — . ————— foer——— R bt o —— e drm———— b Fmmeam D
CONFUSIONAL STATE | o} 0] 3) 0.3) o) ¢ o) o
------------------------------- it el L e i T T Tt Uy U
HALLUCINATION | of o} e} o} o] o] 1} 0.2
------------------------------- it b D T T U U
RENAL AND URINARY DISORDERS TOTAL | of 0l 2| 0.2 oj o] 1] 0.2
------------------------------- el e R et et L it TR P N i,
RENAL ARTERY THROMBOSIS | o} 0} 1} 0.1 o of o} ]
------------------------------- S e il D R s e LT T G
RENAL FAILURE ACUTE } 0} ol 1| 0.1] of o ol 0
------------------------------- Sl e e e e Rl b E PP Uy PP
URINARY RETENTION | 0} 0] o} -0 0] o} 1] 0.2
------------------------------- o e e e o e e e e e e e e e e e e e e e e e e e e e e e — b n e m e m e o
RESPIRATORY, THORACIC AND TOTAL i 21 4.9] 49| 5.5] g] 7.5) 22} 4.8
MEDIASTINAL DISORDERS = = | =c-ccwcmmeccccmacmcmcccccacaen fmmmm—— Fommnmae Fomemen Fom—mm- - Fecemna temmama Fommm
ACUTE RESPIRATORY FAILURE ] o o | 0.1] of 0} 1] 0.2
{Continued)

MEDDRA VERSION 7.1
A PATIENT CAN ONLY BE COUNTED ONCE WITHIN ANY SPECIFIC PREFERRED TERM
ALL PERCENTAGES SHOWN ARE OF TOTAL PATIENTS IN TREATMENT GROUP AND DO NOT NECESSARILY ADD UP TO 100%
WITHIN SYSTEM ORGAN CLASS
ADVERSE EVENTS OCCURRING PRE-TRIAL ARE NOT INCLUDED
ADVERSE EVENTS OCCURRING DURING FOLLOW-UP (I.E. OCCURRING WITHIN 30 DAYS AFTER DISCONTINUATION OF
INVESTIGATIONAL PRODUCT) ARE INCLUDED
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18391IL/0709

NUMBER OF PATYENTS WITH SERIOUS ADVERSE EVENTS

POPULATION: EVALUABLE-FOR-SAFETY

SYSTEM ORGAN CLASS PREFERRED TERM TREATMENT RECEIVED
GEFITINIB | PLACEBC
----------------------------- e L L R T
ORIENTAL | NON-ORIENTAL | ORIENTAL | NON-ORIENTAL
-------------- B e T e R it
N=235 | N=891 | N=107 | N=455
-------------- R R bt LEE TP
N | 0y | N | % | N | s | N | %
---------------------------------- R e e e L e Ry e
RESPIRATORY, THORACIC AND ASTHMA ! o} o] ol o] ol 0| 1] 0.2
MEDIASTINAL DISOHDERS 3 [ecmccccccmcmccmc e cic e maem Jmmm - R ] dorenelopmcccnnn - Frmmmm- Fecmmna e
CHRONIC OBSTRUCTIVE AIRWAYS l l ‘ l | | l '
DISERASE EXACERBATED 2 0.9 ] o 1 0.3 1 0.2
----------------- D b et R R e R S et
DYSPNOEA | 2] 0.9} 12| 1.3] 1i 0.9] 4| 0.9
L e e e L L T $omcne [ LR $ecmone R L Y s L 4=
DYSPNOEA EXACERBATEI | of o} 4| 0.4] o} 0] 1] 0.2
L Y e L L e L e L L L $ummeon [T Fomme—— tommamen fomm—— Freecaan dmemm—a o eme———
FOREIGN BODY ASPIRNTION | o of of of 1 e.9] o} )]
B e E LR P P fommmm— LR L LR LR RS - ——— m————— tmmwmmn- o e ——-
HAEMOPTYSIS | 1) 0.4] 6) 0.7} ol o) 2] 0.4
---------- e L T R L e T P R L R LR S R
INTERSTITIAL LUNG DXSEARSE | 2} 0.9 ol ol o of ol 0
-------------------------------- L L Y et AL R P PR L T L LY T e T
LUNG INFILTRATION | 0| o 1} 0.1] o} ol ol 0
-------------------- L R e R L e T
PLEURAL EFFUSION | 8 3.4} 3] 0.3] 1] 0.9/ s 1.1
-------------------------------- P L e L e e L LR L L LD L L e
PLEURITIC PAIN | o] o} of of of o 3| 0.7
------------------------------- e et D e et el el e it
PNEUMONIA ASPIRATION | 1{ v.4} ol o} o} 0} o) 0
{Continued)

MEDDRA VERSION 7.1
A PATIENT CAN ONLY BE COUNTED ONCE WITHIN ANY SPECIFIC PREFERRED TERM
ALL PERCENTAGES SHOWN ARE OF TOTAL PATIENTS IN TREATMENT GROUP AND DO NOT NECESSARILY ADD UP TO 100%
WITHIN SYBTEM ORGAN CLASS
ADVERSE EVENTS OCCURRING PRE-TRIAL ARE NOT INCLUDED
ADVERSE EVENTS OCCURRING DURING FOLLOW-UP (I.E. OCCURRING WITHIN 30 DAYS AFTER DISCONTINUATION OF
INVESTIGATIONAL PRODUCT} ARE INCLUDED
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SYSTEM ORGAN CLASS

RESPIRATORY, THORACIC AND
MEDIASTINAL DISORDERS

{Continued)

18391L/0709
NUMBER OF PATIENTS WITH SERIOUS ADVERSE EVENTS

POPULATION: EVALUABLE-FOR-SAF&TY

MEDDRA VERSION 7.1 .
A PATIENT CAN ONLY BE COUNTED ONCE WITHIN ANY SPECIFIC PREFERRED TERM

PREFERRED TERM TREATMENT RECEIVED
GEFITINIB | PLACEBO
_____________________________ e m et s S .- -~ ——
ORIENTAL | NON-ORIENTAL | ORIENTAL | NON-ORIENTAL
.............. Bt T ke hah et PP S
N=235 | NaB91 | N=107 | N=455
-------------- i b R T S TepuppupR
v | s |8 | % | ® |} & )} N ] &

------------------------------------- kit el e bl L el Ll R R R TRl R TR R P yr Sy o S
PNEUMONITIS | 1) 0.4) of of 2| 1.9 of 0
------------------------------- bt i e Dl L L Y NUG U SN
PNEUMOTHORAX } ol 0] 1) 0.1} 1| 0.9} ol 0
------------------------------- il e il L Tl TEP P R PRy
PRODUCTIVE COUGH { of o] 1} 0.1} 1] ol 0] ]
------------------------------- i e e D R et LT R T Ty NI
PULMONARY EMBOLISM | 1| 0.4] 8| 0.9] 1| 0.9] 4] 0.9
------------------------------- i e D R R el LT T T T U
PULMONARY HAEMORRHAGE | 1} 0.4} o} oj o] o] o] o
------------------------------- i e il L i T T Uy SN S
PULMONARY OEDEMA { 1} 0.4| 2} 0.2} 0] o] o) 0
------------------------------- e e e e . L L Ek ERupuyr S P SR
RESPIRATORY ARREST | o] 0| 1§ 0.1 of o o 0
------------------------------- i e e e e T R Er T L T T Syt
RESPIRATORY DISTRESS ) ]| 0] 1] 0.1] ol o| ol 0
------------------------------- i e e it R TPy S O
RESPIRATORY FAILURE | 2| 0.9] 10) 1.1} o} (]| 1] 0.2
----- et e e e e T SUpuu e S -
TOTAL | of of 71 0.8} o] of 3] 0.7
S e et e et e ———. Famoan P ] o -—— Fommmae fommm—— emm——- Fommm - Fmrwm -
DEEP VEIN THROMBOSIS | o} o} 3 0.3} o} of 1| 0.2
------------------------------- e e i L Sl LR Lt T Ty DU
FEMORAL ARTERIAL STENOSIS } o} 0] 1} 0.1) o] 0} o] 0

ALL PERCENTAGES SHOWN ARE OF TOTAL PATIENTS IN TREATMENT GROUP AND DO NOT NECESSARILY RDD UP TO 100%

WITHIN SYSTEM ORGAN CLASS
ADVERSE EVENTS OCCURRING PRE-TRIAL ARE NOT INCLUDED

ADVERSE EVENTS OCCURRING DURING FOLLOW-UP (I.E. OCCURRING WITHIN 30 DAYS AFTER DISCONTINUATION OF

INVESTIGATIONAL PRODUCT) ARE INCLUDED
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1839IL/0708
NUMBER OF PATIENTS WITH SERIQUS ADVERSE EVENTS

POPULATION: EVALUABLE-FOR-SAFETY

SYSTEM ORGAN CLASS PREFERRED TERM TREATMENT RECEIVED
GBFITINIB | Pmcnno

_____________________________ Hrmmmmee o mem - ———————
ORIENTAL | NON-ORIENTAL | ORIENTAL | NON-ORIENTAL
-------------- L R e el b Et TR RN

Nm235 | N=891 | N=107 | N=4d55
-------------- L i e L e

N | & | v | & | w | & | N | %
--------------------------------------------------------------- E e e L Sl L e D et DAL LR L P L e
VASCULAR DISORDERS HYPOTENSION | o] of o of 0} o] 1] 0.2
------------------------------ B L R et LR bl T e e T S L el LT
HYPOVOLAEMIC SHOCK | o] ol o] of of of 1f 0.2
------------------------------- R e e Rt e e LR LT P LY T
PERIPHERAL ISCHAEMIA ] of o] 2] 0.2 o| ol o] 0
------------------------------ B bt e e R b e et T
VENA CAVA 'mnonsost | of oj 1f 0.1 o] 0] o] 0

MEDDRA VERSION 7.1
A PATIENT CAN ONLY BE COUNTED ONCE WITHIN ANY SPECIFIC PREFERRED TERM
ALL PERCENTAGES SHOWN ARE OF TOTAL PATIENTS IN TREATMENT GROUP AND DO NOT NECESSARILY ADD UF TO 100%
WITHIN SYSTEM ORGAN CLASS
ADVERSE EVENTS OCCURRING PRE-TRIAL ARE NOT INCLUDED
ADVERSE EVENTS OCCURRING DURING POLLOW-UP (I.BE. OCCURRING WITHIN 30 DAYS AFTER DISCONTINUATION OF
INVESTIGATIONAL PRODUCT) ARE INCLUDED
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18391L/07039

NUMBER OF PATIENTS WITH ADVERSE EVENTS LEADING TO DEATH

POPULATION: EVALUABLE-FOR-SAFETY

SYSTEM ORGAN CLASS PREFERRED TERM TREATMENT RECEIVED
GEFITINIB ] PLACEBO
----------------------------- +_-_..-_-_--_----..-..-.__-_-.._—__
ORIENTAL | NON-ORIENTAL | ORIENTAL | NON-ORLENTAL
-------------- i il L il Dl kT R
N=235 | N=891 | N=107 | N=455
-------------- i L el T U
ol s |8 | & | N | % | N | %
--------------------------------------------------------------- e e e e T g Y (G
CARDIAC DISORDERS TOTAL | 3 1.34 6 0.7} 1] 0.9 3 0.7
------------------------------- it e e e LT E o TGy WP
ACUTE MYOCARDIAL INFARCTION | 1] 0.4| o) ] o) o] o] 0
------------------------------- e e et S SR
ARRHYTHMIA } o) 0] 1] 0.1] o} o] of 0
------------------------------- o e e il Al Lt LT N P
CARDIAC FAILURE | 1] 0.4]| 1] 0.1 of of 1] c.2
------------------------------- i e e R ettt Sal ke T TSI SOOI
CARRDIOPULMONARY FAILURE | of of 1{ 0.1{ o] o] 1} 0.2
------------------------------- e e R i D il L e S U
MYOCARDIAL INFARCTION | 1| 0.4f 2i 0.2 1} 0.9] 0] ]
------------------------------- B et e et T T U T
MYOCARDIAL ISCHAEMIA { of of ¢} e} 0] 0} 1) 0.2
e et L home—— e o —— frm e e Femmm——— Fm————— - —————
SILENT MYOCARDIAL INFARCTION | of g} 1! 0.1} o} 0} o} ]
------------------------------- +--------»---------—-------—----+----—-+-------+----——+--—-—--+------+---—---+------+-------
GASTROINTESTINAL DISORDERS TOTAL | 0| o] 0] ol ol (]| 1] 0.2
T e e e ————— fomm—m- oo o —-— - - Fremmm - A ———— Fommm——a
GASTROINTESTINAL HAEMORRHAGE | ] o} o} 0] 0| of 1| 0.2
il et it e L e bt Fmemmm— Frmmrnm— o ——— toenrmen oo Hmm e
GENERAL DISORDERS AND TOTAL | ]| 0} 2} 0.2] of of 3] 6.7
ADMIMISTRATION SITE CONDITIONS |~ weoccoccmc oo cmmaenn SR R Hommr hmm————— o $ommemn . o
DEATH ) o] of 2] 0.2 of of 3} 6.7
(Continued}

MEDDRA VERSION 7.1
A PATIENT CAN ONLY BE COUNTED ONCE WITHIN ANY SPECIFIC PREFERRED TERM
ALL PERCENTAGES SHOWN RARE OF TOTAL PATIENTS IN TREATMENT GROUP AND DO NOT NECESSARILY ADD UP TO 100%
WITHIN SYSTEM ORGAN CLASS
ADVERSE BVENTS QCCURRING PRE-TRIAL ARE NOT INCLUDED '
ADVERSE EVENTS OCCURRING DURING FOLLOW-UF (I.E. OCCURRING WITHIN 30 DAYS AFTBR DISCONTINUATION OF
INVESTIGATIONAL PRODUCT) ARE INCLUDED
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18391L/06709
NUMBER OF PATIENTS WITH ADVERSE EVENTS LEADING TO DEATH

POPULATION: EVALUABLE-FOR-SAFETY

------------------------- T e T A e W ef W e N e T e T YR e S G e e A e o e e P 8 e A U e R e U e e e o  4p B A e

SYSTEM ORGAN CLASS PREFERRED TERM TREATMENT RECEIVED
GEFITINIB ! PLACEBO
............................. e e e - - = . - .-
ORIENTAL | NON-ORIENTAL | ORIENTAL | NON-ORIENTAL
-------------- B e At R L L L T N R R it
N=235 | N=891 | N=107 | N=455
-------------- e e D e e S
N | & | ¥ | & | 8 ] & | N ]| %
---------------------------------------------------------------- EE et L R D R T S TP
HEPATOBILIARY DISORDERS TOTAL | 2] 0.9 ol o} o} o} 2] 0.2
------------------------------- e it e D et ittt ettt
CHOLECYSTITIS ACUTE | 1| 0.4 of o] of of o ¢
------------------------------ b D e et e D il Tt b b e
HEPATIC CIRRHOSIS | 1} 0.4] of of o] 0] o 0
e E e e m LS —————— dmmm—— o focmann doaum—un Fom——-- Fowmno - frommem——
HEPATOTOXICITY | 0| o} ] 0} o} o] 1 0.2
------------------------------- L R Gt e e el B ALl bl Lty S L Ry L L LD T Ll e LD LR L e L
INFECTIONS AND INFESTATIONS TOTAL | 5| 2.1] 13 1.s] 31 2.8]) 2| 0.4¢
------------------------------- P ettt TEL L e e e L
nnoucuxTrs ACUTE | 0 0} 1| 0.1) o of of 0
------------------------------- Bt e e TR e e g
BRONCHOPNEUMONIA | 0} ]| 0} o) 0] o] 2| 0.4
------------------------------- et R e e e LR TEL LY P LT
GASTROENTERITIS { of o} 1} 0.1} o} o) o} 0
----- B i e Al D R e L b bl Tl e T e
LUNG ABSCESS | 0| of 1 0.1] of o} o] 0
------------------------------- R e e e b L e L et L
PNEUMONIA ] 4| 1.7] s| 0.6 3| 2.8j o} ]
---------------------------- Rl el e el R s T e bt Tt
PULMONARY SEPSIS | o) o} 1) 0.1} o) o] ol 0
------------------------------- L bbb DRl e Rl ety S et E T DR L R e L E = L L e
RESPIRATORY TRACT JNFECTION { of o] 2 ¢.2] o) o} 0] 0

(Continued)

MEDDRA VERSION 7.1
A PATIENT CAN ONLY BE COUNTED ONCE WITHIN ANY SPECIFIC PREFERRED TERM
ALL PERCENTAGES SHOWN ARE OF TOTAL PATIENTS IN TREATMENT GROUP AND DO NOT NECESSARILY ADD UP TO 100%
WITHIN SYSTEM ORGAN CLASS
ADVERSE EVENTS OCCURRING PRE~TRIAL ARE NOT INCLUDED
ADVERSE EVENTS OCCURRING DURING POLLOW-UP (I.E. OCCURRING WITHIN 30 DAYS RFTER DISCONTINUATION OF
INVESTIGATIONAL PRODUCT) ARE INCLUDED .
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1839IL/0709

NUMBER _OF PATIENTS WITH ADVERSE EVENTS LEADING TO DEATH

POPULATION: EVALUAPLE -FOR-SAFETY

SYSTEM ORGAN CLASS PREFERRED TERM TREATMENT RECEIVED
GEFITINIB | PLACEBO
_____________________________ Hmmm e mm e e e e o
ORIENTAL | NON-ORIENTAL [ ORIENTAL | NON-ORIENTAL
-------------- bt e i T T pepryypp
N=235 | N=891 l. N=107 ] N=455
-------------- e e
N | s {8 | s | N | % | w |

--------------------------------------------------------------- e e e e e e e e e e e L c e e ———— -
INFECTIONS AND INFESTATIONS SEPSIS | 1{ 0.4] 1} 0.1] 1] 0.9] o} 0
------------------------------- Rttt e D D R Lol L T T Gy S,
SEPTIC SHOCK | 1} 0.4} o} o} 1] 0.9} of 0
------------------------------- i S e e R e e Lo R T Roor U
STAPHYLOCOCCAL INFECTION | o] 0) 1} 0.1] o] o] o] [
R e e ] Rt Rt T P e ———— o ———— o dmmmm——— - o m——— e e
INJURY, POISONING AND TOTAL | 0} 0] ] of of of 1] 0.2
PROCEDURAL COMPLICATIONS = [r-we-ecccceccvccsmosnccacnannaa Hrmmman e 4o Hrmmmre - 4mmmmmn Fmm--- oo
| FEMORAL NECK FRACTURE | o} 0} of ol o] o] 1] 0.2
------------------------------- +-------—------------—--—----———+-----—+-~-----+------+----—-—+——--—-+-------+------+---——--
METABOLISM AND NUTRLITION TOTAL | of of of o] ol ol 2] 0.4
DISORDERS = fermemcacmcmaececcememacaaaa Ammneon Fom oo e Eemomomm 4o Fmmmna o o Fommmm
CACHEXIA I of ol 0| o] o} ol 1) 0.2
------------------------------- it e e et T P g AN
DEHYDRATION { (] 0i 0} o} o) of 1] 0.2
------------------------------- S D e T T NI S A S SO
NEOPLASMS BENIGN, MALIGNANT AND}TOTAL | o} 9o} 1] 0.1} 0] ol oj o
UNSPECIFIED (INCL CYSTS AND  |---co-ocemcrmemcamccccaanes L B LT DT TR $mmmman L oo Hmmemn 4o
POLYPS) METASTASES TO MENINGES | 0] o} 1} 0.1} o) 6| of ]
------------------------------- e e e e e e e e e e e b e e e e e e e e e e e e e e e m e gam e
NERVOUS SYSTEM DISORDERS TOTAL ] 1] 0.4] 1] 0.1} of of o] 0
------------------------------- e e D R R el iRkt T REpEp S GU
CEREBRAL ISCHAEMIA ] 0] 0| 1] 6.1 of of of e

{Continued)

i MEDDRA VERSION 7.1
A PATIENT CAN ONLY BE COUNTED ONCE WITHIN ANY SPECIFIC PREFERRED TERM
ALL PERCENTAGES SHOWN ARE OF TOTAL PATIENTS IN TREATMENT GROUF AND DO NOT NECESSARILY ADD UP TO 100%
WITHIN SYSTEM ORGAN CLASS
ADVERSE EVENTS OCCURRING PRE-TRIAL ARE NOT INCLUDED
ADVERSE EVENTS OCCURRING DURING FOLLOW-UP (I.E. OCCURRING WITHIN 30 DAYS AFTER DISCONTINUATION OF
INVESTIGATIONAL PRODUCT] ARE INCLUDED
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18391IL/0709

NUMBER OF PATIENTS WITH ADVERSE EVENTS LEADING TO DEATH

POPULATION: EVALUABLE-FOR-SAFETY

SYSTEM ORGAN CLASS PREFERRED TERM TREATMENT RECEIVED
GEFITINIB i PLACEBO
e ———— —emwe e s RS
ORIENTAL | NON~ORIENTAL | ORIENTAL | NON-ORIENTAL
Sm e .- - R e e R Fmmmmm e e e
N=235 i N=891 | N=107 | N=455
e e e .- L o e
N | ¥ | N | % | N | % | N | %
------------------------------------------------------------- Rl e L R e Ly TR e SR T T
NERVOUS SYSTEM DISORDERS | HAEMORRHAGE INTRACRANIAL | 1} 0.4] ol of o} 0} o} 0
------------------------ e e e et L it T R . il it el
RESPIRATORY, THORACIC AND TOTAL | 2| 0.3 22| 2.5} 2| 1.9] 4} 0.9
MEDIASTINAL DISORDERS = = = {--c-mcmocccccccmn e o o mm—— Hrmmm o ————— R frm—m—r— = chmm—————
ACUTE RESPIRATORY FAILURE | o] ol 1] 0.1} o} o] 1] 0.2
P EmEe e E e et — - - ——— Frr———— o= m———— fmmm—— $om - dmmme— p e ———— Fmm————— Fommm————-
DYSPNOEA | ol o] 2) 0.2} 0] 0} 1) 0.2
------------------------------- it e L R R el R e Tl L L
FOREIGN BODY ASPIRATION ] 0| o] o) 0| 1 0.9] o} 0
------------------------------- L R et T L e L L R R L T e TR L e
HAEMOPTYSIS | 0] o] 3| 0.3] 0] 0] 1] 0.2
------------------------------- [ L L e AR LT S R L L L L e T
PNEUMONITIS | o] o} 0| o) 1] 0.9) o] ]
R L L R R T ) Fomm—— b m——— mrhvm———- e ——- fmmm—-—— b e ————— Fommm———
PULMONARY EMBOLISM ] 1f 0.4] s} 0.6} 0| o 1| 0.2
------------------------------- Lt e Ry e e e L LR LT Y TP
PULMONARY OEDEMA | (] o] 1} 0.1] o] ]| o 0
------------------------------- L T T P e e Lt SR L L
RESPIRATORY ARREST | ]| o) 1) 0.1] o) 0] o) 0
P R L T L L LT e e o ——— oo o — R 4o - -
RESPIRATORY DISTRESS | o] o] 1] 0.1] ol o] o) 0
----------- Rl R D e L it e e L D s bl St
RESPIRATORY FAILURE | 1] 0.4] 9| 1.0] 0} o] o| 0

(Continued)

MEDDRA VERSION 7.1
A PATIENT CAN ONLY BE COUNTED ONCE WITHIN ANY SPECIFIC PREFERRED TERM
ALL PERCENTAGES SHOWN ARE OF TOTAL PATIENTS IN TREATMENT GROUP AND DO NOT NECESSARILY ADD UP TO 100%
WITHIN SYSTEM ORGAN CLASS
ADVERSE EVENTS.OCCURRING PRE-TRIAL ARE NOT INCLUDED
ADVERSE EVENTS OCCURRING DURING FOLLOW-UP (I,E. OCCURRING WITHIN 30 DAYS AFTER DISCONTINUATION OF
INVESTIGATIONAL PRODUCT) ARE INCLUDED
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18391IL/0709

NUMBER OF PATIENTS WITH ADVERSE EVENTS LEADING TO DEATH

POPULATION: EVALUABLE-FOR-SAFETY

| SYSTEM ORGAN CLASS PREFERRED TE ' TREATMENT RECEIVED
GEFITINIB | PLACEBO

----------------------------- e e -

ORIENTAL | NON-ORIENTAL | ORIENTAL | NON-ORIENTAL

-------------- Bt e ity

N=235 | N=891 | N=107 i N=455
-------------- P L L e Dl R et L D R L L L
N | s | N | % | n | & | 8 | %

--------------------------------------------------------------- ek L e L L LT P
VASCULAR DISORDERS TOTAL | ol o] o} 0} ol 0] 1) 0.2
------------------------------- L R R et L e el D L

HYPOVOLAEMIC SHOCK | of ol o ¢ ol 0] 1) 0.2

MEDDRA VERSION 7.1
A PATIENT CAN ONLY BE COUNTED ONCE WITHIN ANY SPECIFIC PREFERRED TERM
ALL PERCENTAGES SHOWN ARE OF TOTAL PATIENTS IN TREATMENT GROUP AND DO NOT NECESSARILY ADD UP TO 100%
WITHIN SYSTEM ORGAN CLASS
ADVERSE EVENTS OCCURRING PRE~TRIAL ARE NOT INCLUDED
ADVERSE EVENTS OCCURRING DURING FOLLOW-UP (I.E. OCCURRING WITHIN 30 DAYS AFTER DISCONTINUATION OF
INVESTIGATIONAL PRODUCT) ARE INCLUDED
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1839IL/0709
NUMBER OF PATIENTS WITH GEFITINIB/PLACEBO TREATMENT-RELATED ADVERSE EVENTS LEADING TO DEATH

POPULATION: EVALUABLE-FOR-SAFETY

SYSTEM ORGAN CLASS PREFERRED TERM TREATMENT RECEIVED
GEFITINIB | PLACEBO
............................. e dmmm e
ORIENTAL | NON-ORIENTAL | ORIENTAL | NON-QRIENTAL
-------------- i i L et L e ittt
Nw235 | Ne891 | N=107 | N=455
-------------- i e L L
N | s | | £ |8 | s | § | ¥
---------------------------------------------------------------- Rt D R e i il Sttt DX R RPN
HEPATOBILIARY DISORDERS TOTAL | 1 6.4 o} ol o] ol 1] 0.2
-------------- hfnteine ikl il i b e Rl ek Al R e i
HEPATIC CIRRHOSIS | 1] 0.4] of o} o| o} of 0
-------------------------------- R Rkttt D i et s R el
HEPATOTOXICITY | o] o] o) o) o] o] 1 0.2
------------------------------- L R e L e e S L N ]
INFECTIONS AND INFESTATIONS TOTAL | of o 1] 0.1] o) o) ol 0
-------------------------------- ittt it e e e LTt L et LT L
PULMONARY SEPSIS | o) o} 1) 0.1] o) ]| 0] 0
------------------------------- L et e A R e e el Bkl D e e R e D
NERVOUS SYSTEM DISORDERS TOTAL | 1] 0.4} 1 0.1} o| o] o] ]
------------------------------- R D e Tl D R bt ST T P
CEREBRAL ISCHAEMIA | o) 0] 1) 0.1] ol 0] of 0
------------------------------- Ly L L L EE L R E R L
HAEMORRHAGE INTRACRANIAL } 1] 0.4} of of o} o| 0] 0
------------------------------- L e e e ekt e R ik
RESPIRATORY, THORACIC AND TOTAL J 0} ]| 1} 0.1] o] of ol ]
MEPIASTINAL DISORDERS = |-=ecemeccmmmraeaoaaoo emmemme e 4o e e oo $omaonn 4o medeaenen oo
DYSPNOEA | o} 0| 1| 0.1} ol ol ol 0

MEDDRA VERSION 7.1
A PATIENT CAN ONLY BE COUNTED ONCE WITHIN ANY SPECIFIC PREFERRED TERM
ALL PERCENTAGES SHOWN ARE OF TOTAL PATIENTS IN TREATMENT GROUP AND DO NOT NECESSARILY ADD UP TO 100%
WITHIN SYSTEM ORGAN CLASS
' ADVERSE EVENTE8 OCCURRING PRE-TRIAL ARE NOT INCLUDED
ADVERSE EVENTS OCCURRING DURING FOLLOW-UP {I1.E. OCCURRING WITHIN 30 DAYS AFTER DISCONTINUATION OF
INVESTYGATIONAL PRODUCT) ARE INCLUDED
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