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	WORKSHEET Criteria for Approval


	
	
	



	1    PURPOSE AND APPLICABILITY



This worksheet is used as a guide by the IRB Chair, IRB members, designated reviewers, and HSD staff to ensure that the appropriate Common Rule and FDA criteria for approval have been considered for items that are being reviewed by the IRB. The UW IRB applies these criteria to all research it reviews except as indicated below. This worksheet is not meant to be completed or retained. 

	2  CRITERIA FOR APPROVAL: Limited IRB Review



The Limited IRB Review process may be used as part of making an exempt determination (exempt categories 2 and 3) for research that is governed by the Common Rule. 

	Requirement
	Met

	1. When appropriate, the research plan makes adequate provisions to protect the privacy of subjects and to maintain the confidentiality of data. [45 CFR 46.111(a)(7)]
	☐


	3    CRITERIA FOR APPROVAL: Common Rule [45 CFR 46.111] and FDA [21 CFR 56.111]



	Requirement
	Met

	1. Risks to subjects are minimized by using procedures which are consistent with sound research design, and which do not unnecessarily expose subjects to risks.
	☐
	2. Risks to subjects are minimized, whenever appropriate, by using procedures already being performed on the subjects for diagnostic or treatment purposes.
	☐
	3. 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.
	☐
	4. Consider the purpose and setting of the research, involvement of vulnerable subjects, selection criteria, recruitment procedures, payment procedures, and which populations may be likely to eventually benefit.
	☐
	5. Informed consent will be sought or waived in accordance with 45 CFR 46.116 and 21 CFR 50.25 (for FDA-regulated research).
	☐
	6. Documentation of informed consent will be obtained or waived in accordance with 45 CFR 46.117 and 21 CFR 50.27 (for FDA-regulated research).
	☐
	7. When appropriate, there are adequate provisions for monitoring collected data, to ensure safety of subjects.
	☐
	8. Provisions to protect the privacy of subjects are adequate – when appropriate.
	☐
	9. Provisions to maintain the confidentiality of data are adequate – when appropriate. 
	☐
	10. When subjects are likely to be vulnerable to undue influence or coercion, additional safeguards have been included to protect the rights and welfare of those subjects.
	☐
	4    CRITERIA FOR APPROVAL: Population- and Agency-Specific Criteria



	Population or Agency
	Reference

	Pregnant Women
	WORKSHEET Pregnant Women

	Neonates
	WORKSHEET Neonates

	Prisoners
	WORKSHEET Prisoners

	Children
	WORKSHEET Children

	FDA-regulated device research
	WORKSHEET FDA Devices and the IDE Requirement

	FDA-regulated drug research
	WORKSHEET FDA Drugs and the IND Requirement

	Department of Defense
	WORKSHEET Department of Defense

	Department of Energy
	SUPPLEMENT Department of Energy

	Department of Justice
	WORKSHEET Department of Justice

	Environmental Protection Agency
	WORKSHEET Environmental Protection Agency 



	5   REGULATORY REFERENCES



None

	Version Number
	Posted Date
	Implementation Date
	Summary of Changes

	2.4
	12.29.2022
	12.29.2022
	Remove reference to retiring WORKSHEET DoE

	2.3
	06.30.2022
	06.30.2022
	Move content to new TEMPLATE Worksheet; remove use of LIRB for granting waivers to external studies

	2.2
	06.26.2020
	06.26.2020
	Added FDA citations and links to other worksheets

	2.1
	12.28.2018
	12.28.2018
	Added Limited IRB Review

	2.0
	09.26.2014
	09.26.2014
	Checklist converted into optional worksheet

	Previous versions
	
	
	For older versions: HSD staff see the SharePoint Document Library; Others – contact hsdinfo@uw.edu.
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