Organization No (CR 130003381
IRB No. 11RE100004025
FWA No. FV4/:00007284

*Cairo University
National Cancer Institute
Institutional Review Board

L‘ ?’*:f- Dastd,

Institutional Review Board Decision

The Institution Review Board of the Nartional Cancer Institute is constituted and operates according
to ICH GCP guidelines and applicable local and Institwimnal regulations and guidelines which
govern IRB operation. The commitree met on 22/07/2008 a: 1 reviewed the presented documents for

the following protocol
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O The principal investigator is a member of IRI but dicdn 't participiie n voting for the approval of the protocol
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[0 Modification required ] Termination or suspension of any prior approval

The IRB approved the principal investigator Prof Abdel Ralman Zokri to conduct this trial at the National Cancer
Institute. She has to report any SAE during trial conduction to the 17t within 24 hrs of notification of such an event in
addition to presentation of six (6/ monthiy Progress Reporis 1o IRE and receive the safety letters on regular basis every

three (3) months . o "
Final Decision

4 Approved [7] Appravad to be continued
] Approved with recommendation [] Tabled
[ Approved with stipulation [] Disapproved

[] Study Termination
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