VA NJ Health Care System Audit IRB Meetings - Regulatory Checklist 

V7. January 14, 2009
	INITIAL REVIEWS and CONTINUING REVIEWS
	Discussion Groupings

	1. Summary of the study
	Presented individually 

	2. Anticipated benefits and importance of knowledge
	Presented individually

	Group related to RISK/BENEFIT RATIO AND MINIMIZING RISKS - Items 3 - 7.

	3. Describe the risks of research
	

	4. When appropriate, adequate provisions for monitoring the data collected to ensure safety of subjects
	

	5. Risks have been minimized by using procedures which are consistent with sound research design and which do not unnecessarily expose subjects to risk
	

	6. Risks have been minimized, whenever appropriate, by using procedures already being performed on the subjects for diagnostic or treatment purposes
	

	7. Risks to subjects are reasonable in relation to anticipated benefits, if any, to subjects, and the importance of the knowledge that may reasonably be expected to result (“Risk/Benefit Ratio”)
	

	Group Related to: EQUITABLE SELECTION AND VULNERABLE SUBJECTS– items 8 – 13

	8. Selection of subjects is equitable (inclusion and exclusion, recruitments, purpose, setting)
	

	9. Will some or all subjects likely to be vulnerable to coercion or undue influence?
	

	10. Reasons for including vulnerable subjects (prisoners, pregnant women, fetuses, children, mentally disabled, econ. or educat. disadvantaged and those likely to be vuln.  to coercion or undue influence)
	

	11. Additional safeguards to protect the rights and welfare of vulnerable subjects
	

	12. Presence of IRB member or consultant knowledgeable or experienced with the vulnerable population
	

	13. Three criteria for approval of subjects with IDMC (separate IRB Primary Reviewer Worksheet)
	

	Group related to PRIVACY AND CONFIDENTIALITY – Items 14 to 18
	

	14. The Setting, Methods and Circumstances for identifying subjects, obtaining information and conducting research Respect The Individual’s Privacy
	

	15. Methods to obtain data
	

	16. The research plan makes adequate provisions to protect the privacy interests of subjects
	

	17. Protecting confidentiality (anonymous, coding, link destruction, etc.)
	

	18. The research plan makes adequate provisions to maintain the confidentiality of data
	

	19. Adequacy of Resources for human protection, care of subjects & safety during conduct of the research
	Presented individually



	Group related to INFORMED CONSENT AND HIPAA AUTHORIZATION – Items 20-24

	20. Consent form Basic Elements are present OR Waiver of Documentation of Consent criteria are met  
	

	21. Consent form Applicable Additional Elements are present
	

	22. Consent Process Is Appropriate OR criteria for Waiver Of Consent are met
	

	23. Is research FDA regulated?  If consent waiver or waiver of documentation of consent are requested.
	

	24. HIPAA authorization is present and complete OR HIPAA Waiver criteria are met
	

	25. Is a research device being used?
	Include with item 25.

	26. Risk level of investigational DEVICES (SR/ NSR)
	Presented individually

	27. Chair summarizes discussion of: controverted issues and their resolution; basis for requiring changes in or disapproving research 
	Presented individually


	28. Risk level assessment
	Presented individually

	29. Continuing review interval based on risk 
	Presented individually

	30. Recommendation: A) Approve, B) Approve with Modifications to Full IRB, C) Approve with Modifications via Administrative Review, D) Table, E) Disapprove
	Presented individually

	CONTINUING REVIEWS (additional review items)
	

	31. Review of AE’s
	

	32. Investigator’s Brochure amended or updated
	

	33. Research findings to date, including subject experiences
	

	34. Summary of safety monitoring
	

	35. Enumeration of subjects withdrawn and reasons
	

	36. Review of unanticipated problems involving risks to subjects
	

	37. New information that may change the risk/benefit ratio
	

	38. Does project needs verification from sources other than the investigator that no material changes (serious non-compliance) have occurred since the previous IRB review?  If YES: A) Internal inconsistency and resolution to be requested of investigator OR B) Instructions for obtaining verification (other source).
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