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Hospital

The IRB role, objective & purpose & Mission statement of the

2 |Working procedure




Documents certifying:

0 The IRB funding source

0 Membership, appointment criteria, names and titles of the
IRB members

4 |Guidelines used to issue the IRB decision

List of documents required by the IRB for a new/ongoing
clinical trial, to be submitted by the sponsor, or its representative

6 |The meeting procedure

7 |Documents clarifying the Voting system

Document clarifying the procedure for issuing & reporting the
final decision

9 |Documents archived and duration

10 . -
International Guidelines followed

Agreement/contract for affiliation with other authorized IRB that
11 |includes monitoring mechanisms (only applicable for affiliations
requests)
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