6-2-2 Onset time as a prognostic factor
In patients with gefitinib-induced ILD

N _  Alive Onset Outcome Mortality
L B Dead period Imp NC Death Total (%)
S . 02wks 3 0 6 9 67*
g 2-4wks 12 0 7 19 37
° 46wks 8 1 5 15 40
£ 6+ wks 11 3 12 26 46
z, iW Total 34 4 31 69 45
. 1
0 5 10 15 20 25 30 35 Imp: improvement, NC: no change, *: Significantly higher

Time (weeks)

Multivariate analysis of prognostic factors
In patients with ILD (Cox model)

Variable Haz‘?‘rd 95%CI P value
ratio
PS 2-4 2.50 1.18-5.38 0.02

Onset within 2 weeks 2.65 0.96-6.40 0.06

13 ASCO 2004
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Characterisation of symptom
iImprovement — IDEAL 1 & 2

Sl rate -  Responses observed in 40% of symptomatic
patients
— Independent of concomitant medications
Rapid " Median time to improvement
— 9-10 days
Sizeable -+ Mean LCS change on study
— 4.5 points
Durable - . 75% and 65% of responses maintained at 3

and 6 months, respectively
— median not yet reached
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8-1 CR-20

Consistency of OQutcome Between Trial 709
and Phase |l Data (1)

Survival Response rate, %
Trial 709 Phase I
Adenocarcinoma +: 11.4 13.8
Non-adenocarcinoma —-1|— 4.6 53
Never smoked —_— : 17.2 26.8
Ever smoked —-:— 5.2 7.1
Refractory ‘-‘j 7.8 INVA
Intolerant 1 7.2 INJA
|
1 prior chemo - 7.4 93
2 Brior chemos —1— 8.0 1@;5
—m—
PS 0,1 8.3 104
PS 2.3 = 6.6 9.3
Female — 14.0 20.7
Male - 4.9 44
All patients - 7.7 10.2

04 06 08 1 15
Hazard ratio and 95% CI

2005.3.4 ODAC
Favors IRESSA® Favors placebo



8-2

CR-21

Consistency of OQutcome Between Trial 709
and Phase Il Data (2)

Survival Response rate, %
Trial 709 Phase Il
Prior docetaxel —=T 10.3 11.1
No prior docetaxel — 6.7 8.0
|
<65 yr — 7.1 10.0
>65 yr —1-— 8.7 10.7
Time since Dx: <6 mo —'—i 6.8 5.3
Time since Dx: 6-12 mo — 6.9 6.0
Time since Dx: >12 mo —a— 9.3 12.4
1
Asian ethnicity —— 12.0 27.5
Non-Asian ethnicity —- 6.5 10.4
Prior chemo response: CR/PR — 8.9 NA
Prior chemo response: SD —= 8.0 NA
Prior chemo response: PD/NE — 7.0 NA
|
|
All patients - ! 1.7 10.2

: — :
04 06 08 1 15
Hazard ratio and 95% CI
Favors IRESSA® Favors placebo

2005.3.4 ODAC



