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Annexure 1
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Protocol/Protocol related documents Amendments Request Form

Date: ...

STUAY THElE: ..ttt te e st s e e s et et e s e s eaeeheebe st e sessesbes bes et et ensaseebeebestenss e sentesbesaesarnansans

1. Date of ECapproval: .........cccccooomeveireceeeene e Date of start of study: ...........ccccoevvirivecieee e,

2. Details of Amendment(s)

Sr. Existing Provision Proposed Amendment Reason Location in the
No. Protocol/Informed
Consent Document (ICD)
3. Impact on benefit-risk analysis Yes|:| No |:|
I [XX o gl o YT T 0 W A= AR
4. Is any re-consent necessary? Yes|:| No |:|
If Yes, have necessary changes been made in the informed consent? Yes|:| No |:|
5. Type of review requested for amendment:
Expedited Review (No alteration in risk to participants) I:l
Full review by EC (There is an increased alteration in the risk to participants) |:|
6. Version number of amended Protocol/Investigator’s brochure/ICD: ................c.ccoevivereneeeerereenerineereeeeiens
Signature of Principal Investigator (P1) With date: ...ttt st st r s e
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