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Is the IRB  appropriately composed?1
The following criteria must be met:
The qualification of each alternate IRB member is comparable to that of the primary IRB member whom the alternate will replace
Each primary and alternate member has been formally appointed and is listed on the IRB roster
The IRB includes a member who is a physician
The IRB includes a member who has pediatric expertise3
The IRB includes a member who is a prisoner or prisoner representative with a close working knowledge and understanding and appreciation of prison conditions from the prisoner's perspective
A majority of the members (exclusive of prisoner members) have no association with the prison(s) involved, apart from their membership on the IRB
The IRB includes a member who is a nurse
Footnotes
1. 21 CFR 56.107-108, 45 CFR 46.107-108
2. Alternate members to the IRB substitute for primary members and otherwise serve the same function as primary members.
3. "FDA COMPLIANCE PROGRAM GUIDANCE MANUAL PROGRAM CHAPTER 48 – Bioresearch Monitoring SUBJECT: INSTITUTIONAL REVIEW BOARDS IMPLEMENTATION" 7348.809. Page 36.
4. 2014 Magnet Application Manual, Chapter 4, Organizational Overview items, page 43.
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