" Gefitinb

Objective
responders

Response

crate %

J All patients

14

1.7

| Histology

Adenocarcinoma

30

Non-adenocarcinoma

24

“|t Smoking history

chemo failure

Never smoked

— 35

Ever smoked - .

| Number of prior
lines

Performance
status

Never smoked

Ever smoked

|t Sex

Oriental

16.7% (N=84)

8.9% (N=124)

1 Non Oriental

17.5% (N=120)

4.3% (N=633)

No prior docetaxel

Age

< 65 years

>= 65 years

Dx due to
randomisation

I Race

<6 mos

6-12 mos

Caucasian/black/other

Prior chemo
response

CR/PR

SD

PD/NE

36
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Expect tissue samples from approxnmately 600 patients

Based on IDEAL expeneﬂce expect at most 400
evaluable patients. : |

» EGFR expression to be assesed usmg DakoCytomation -

EGFR pharmDx™

. EGFR+ will be defined as havmg at Ieast 10% of cells stalnmg
~at any level for EGFR. -

DNA will be extracted from tumor ceIIs for EGFR |

~ mutational analysis. L - i
» - Survival and objectlve tumor respcmse will be exammed- e

~in EGFR+ and EGFR- patients and also in mutation
. 'posmve and mutataon negative patients.
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- Gefitinib

| Placebo
S - N=1072 N=541

Patient had an AE - 84% 2% -
Drug-related AE 60% 29%
Serious AE 21% 19%
Withdrawal due to AE 5% 3%

- | Death due to AE* 5% 5%
Death due to drug- - 0.6% 0.2%
related AE* ' a
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Gefitinib Placebo
| N=234 N=107
- | Patient had an AE 97% 86%
| Drug-related AF 76% 38%
Serious AE | 24% 22%
Withdrawal due to AE 7% 2%
‘| Death due to AE* 5% 6%
| Death due to drug- - 09% 0%
- | related AE* R
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Gefitinib

Plééebo

| Overall Incidence

12/1129 (1.06%)

5/563 (0.89%)

CTC grade 3/4

6/1129 (0.53%)

4/563 (0.71%)

| Oriental Incidence

71235 (2.98%)

4/107 (3.74%)

CTC grade 3/4

5/235 (2.13%)

3107 2.80%) |
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