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Dear Dr Abadie

For the withdrawal of initial marketing authorisation application

I would like to inform you that, at this point of time, Ark Therapeutics Ltd has taken the decision to
withdraw the application for Marketing Authorisation of Cerepro, which was intended to be used in
conjunction with ganciclovir sodium for the treat met of patients with high-grade operable glioma.

This withdrawal is based on the following reason:

o the CHMP considers that the data provided do not allow the Committee to conclude on a
positive benefit risk balance

It is clear to Ark Therapeutics that the Committee’s concern should be satisfied by a larger clinical
study. Ark is conducting Study 904, a controlled, randomised, parallel group, multicentre study of the
efficacy and safety of Cerepro, and recruitment of the 250 patients is complete. The study is expected
to report in 2008 and Ark believes that this will address the outstanding issues and lead to a
satisfactory conclusion of the regulatory process for Cerepro.

Since Cerepro is given as a single administration and the fact that all the 250 patients have been
treated in Study 904, there is no consequence of this withdrawal on the clinical trial. Compassionate
use studies are not on-going,

We reserve the right to make further submissions at a future date in this or other therapeutic
indication(s).

I agree for this letter to be published on the EMEA website.

Y ours sincerely,
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