ISEL study did not rnclude Japanese patrents S
The improvement in survival seen in the ISEL. trial did not reach

statistical significance (log rank, p=0. ’H)
~However, significant drﬁerences in survrval were seen |n planned

sub-group analyses :

- * Median survival 9.5 months in IRESSA arm and 5. 5 months in

placebo arm (p=0.01) in Oriental patients.
* High likelihood of benefit in both smokers and never smokers

| 'ISEL data are consrstent wn:h the posrtrve beneflt rlsk ratlo observed
in prevrous studies in Oriental* patients.

- ISEL data are supportlve of the already estabhshed posrtlve o
~ benefitrisk ratio in Japanese patients.

* Further survival and secondary endpoint data, including safety data,
- will be available in late February




. ESEL study - o
- Further assessment needs to be done when the
results of full anaiys1s become avau!able

| '@R'sk/beneﬁt in Jaépanese popuia’iion o
- - has not been affected by ISEL data.

- The Japanese Phase Il study cemparmg ERESSA to
e .'_..docetaxei will defmatweiy address thas
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e The psmve eﬁect seen an
s not due to the poor perfo

 The survival bf 'p’;lac:'ebo?' 'patieﬁ’is'in ESEEL is very
- similar to that obsewed m other studies in this
population. |

e Placebo in the oriental patlen‘ts performed at least
as well as placebo in the non oriental parents.
-+ Within Oriental patients, there was no difference
~in the performance of placebo in smokers
| compared to never smokers.
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