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Sponsor
Product Trial code
IB version Release date Cut-off date Received

> Isthe new IB version to be considered as a substantial amendment to a Clinical Trial Application according

to applicable legislation? [J No [ Yes

» Any actions recommended regarding the trial conduct as consequence of the new information reported in

the IB? [1 No [1 Yes

If yes, specify actions for the trial:

Principal Investigator Name Signature
Date
Titolo Modello: IB Evaluation Form CONFIDENZIALE 1/1

Modello: T.CLI03.02/3
Data Effettiva: 10.07.2023




