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Centralized randomisation centre, using a minimization method
~as described by Pocock SJ, Simon R (1975).

Randomisation was stratrtled wrth respect to:

| ° Hlstotogy (adenocarlnoma Vs other)

« Gender (male vs female)

= Smoking history (never smoked Vs ourrent/former smoker)

« Reason for prior chemotherapy failure (refractory vs intolerant)

.+ Site.

Patlents were to begm thelr study drug wrthrn 72 hours followmg

‘the date of randomization.

e Ifa patient discontinued trom the study, therr randomlsatlon
| _--Tnumber was not reused |




pulation, demography is
at baseline

- Gefitinib Placebo

| - . | 7 N=1129 ~ N=563

1 Age (median ) . B R - 62 years .61 years

| Male | S 6T% - 67%
|Psot | e | e9%

| Never smoked - | o 2% o 22%
- | Oriental o N o o 21% e 19%

In the overall po

Histology Adenocarcinoma | ~ 48% | 48%

| Time from diagnosis | < 6 months . - 26% . 25%
| to randomisation . SRR B -

|6-12months | 37% | 39%

| Best respon'seto' prior | CR/PR - 18% I 19%
chemotherapy - ' —

sb | 3% 37%

PD/NE = 46% | 44%




All patients

Néﬁer Sinoked

Ever smoked

Gefitinib | Placebo | Gefitinib | Placebo | Gefitinib Placebo
| N=894 ) N=456 - | N=153 | N=81 | N=741 N=375
Age (median) 62 years 61 years | 62 years - | 63 years 62 years 61 years
Male 69% 69% 34% 137% 77% 76%
| PS0-1 64% 68% 67% . | 64% 63% 69%
| Never smoked 17% - 118% 100% - .| 100% 0 0
2nd line 48% 45% 48% - 152% 48% 44%
Adenocarcinoma histology 44% 45% 71% 62% 38% 41%
Time from <6 months | 26% 23% 35% 21% 24% 24%
diagnosis to 6-12 36% 40% 29% 42% 38% 39%
randomisation -| months R I I o :
> 12 | 37% 37% | 35% 37% 38% 37%
| | months T D »
Best response CR/PR 17% 19% 11% 24% 18% 18%
to prior SD 37% 38% 42% 39% 36% 38%
chemotherapy | PD/NE 46% 43% 46% 33% 45% 44%
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All patienté:

Never smoked.

Ever sndoked

Gefitinib | Placebo [ Gefitinib | Placebo Gefitinib Placebo
N=235 [N=107 N=97 N=44 N=138 N=63
Age (median) 61 years | 61 years | 58 years = | 55 years | 64 years 64 years
Male 60% 60% 21% 27% 87% 83%
| PS 0-1 72% | 72% 72% 70% 72% 73%
Never smoked 41% 41% 100% 100% 0 0
2nd line , 54% 65% 52% 66% 55% 65%
Adenocarcinoma histology 64% 64% 77% 84% 55% 49%
Time from <6 months | 25% 32% 22% 41% 27% 25%
| diagnosis to 1 6-12 40% 38% 38% 34% 41% 41%
randomisation | months | | ; N
> 12 | 35% 30% 40% 25% 32% 33%
months B o .-
Best response CR/PR 21% 21% 22% 16% - 21% 24%
to prior SD 35% 32% 35% 32% 34% 32%
chemotherapy PD/NE 44% 48% 43% 52% 45% 44%
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e Sta’ustucaé anaﬁyses are adjusied for baseE
factom | S |

* Gender, smokmg hustory, _reason forfau!ure to prior

o chemotherapy)hasto!ogy, performance status,

o ~ number of pnor lines of chemotherapy. | S
e Resuits therefore take into account any mmor

- chance imbalances and so provide s

appropnately adjusted estimates 01? ’Ereatmem .

eﬁect | | |
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