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Waianae Coast Comprehensive Health Center

IRB Scientific Review Checklist Summary

Proposal Title: _________________________________


	Context
	Yes
	N/A
	No

	1. Does the research involve special concerns (related to vulnerable populations, involve greater than minimal risk, focus on information that could affect insurability)?
	
	
	

	2. Should the research be exempt from IRB review?
	
	
	

	3. Does the research qualify for expedited review?
	
	
	

	4. Are anonymity, security, confidentiality, and privacy maintained?
	
	
	

	5.  If research with children and > minimal risk, does it meet regulations?
	
	
	

	           5a. Does the research present the prospect of direct benefit to child?
	
	
	

	           5b. Will it give vitally important knowledge about child’s disorder?
	
	
	

	           5c.  Does it present opportunity to understand, alleviate, or prevent a serious problem affecting children?
	
	
	

	6. Does the research meet requirements and recommendations for trials (including a monitoring committee for data/safety or effective treatment for controlled trials)?
	
	
	

	7. Will the research comply with WCCHC Research Policies?
	
	
	

	Risks, Benefits, and Justice
	
	
	

	8. Does scientific merit outweigh risk? For individuals, communities, and families, are risks minimized, and justice ensured?
	
	
	

	Informed Consent
	
	
	

	9. Should the IRB waive all or some elements of informed consent?
	
	
	

	10. Should the IRB waive requirements to document informed consent?
	
	
	

	
	
	
	

	11. Are procedures adequate to negotiate and administer full consent?
	
	
	

	12. Are all necessary elements of informed consent included?
	
	
	

	Additional IRB Decisions
	
	No
	Yes

	13a. Should the IRB seek reports of compliance from other than the PI?
	
	
	

	13b. Should the IRB review the research sooner than annually, or monitor the process?
	
	
	

	13c. Is the research more than minimal risk?
	
	
	


Overall Strengths: 

Overall Weaknesses: 

Required Revisions (if Approve with Revisions): 

Recommendation:

(  Approve

( Approve with Revisions

( Reject

Reviewer’s Name ________________________________
Date: ___________

