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NEW STUDY CHECKLIST – Initial Reviewer 

	Review Date:
	
	
	Assigned Reviewer:
	

	PI:
	
	IRB Number:
	


Reviewer:  Please complete sections below and return to the R&D Coordinator

STUDY REVIEW:  

	Scientific integrity meet current standards.
	· Yes
	· No

	Comments:
	

	VA resources appear to be available and adequate for this study.
	· Yes
	· No

	Comments:
	

	Study personnel appropriate for study, including PI.
	· Yes
	· No

	Comments:
	

	IRB review appears appropriate.
	· Yes
	· No

	Comments:
	

	Conflict of Interest does not exist or is manageable.
	· Yes
	· No

	Comments:
	

	Risks minimized.
	· Yes
	· No

	Comments:
	

	Vulnerable populations protected. Psychiatrist will evaluate impaired decision-making capacity subjects prior to enrollment.
	· Yes
	· No
	· N/A

	Comments:
	

	Reasonable payment, amount stated, with no benefit to subject.
	· Yes
	· No
	· N/A

	Comments:
	

	Tissue Banking approved authorization received.
	· Yes
	· No
	· N/A

	Comments:
	

	Statistical methods appropriate.
	· Yes
	· No

	Comments:
	


CONSENT FORM REVIEW: 

	VA approved consent form with HIPAA element.
	· N/A
	· Yes
	· No

	Comments:
	

	No exculpatory language is included.
	· N/A
	· Yes
	· No

	Comments:
	

	Language in lay terms and easy to understand (6th grade reading level).
	· N/A
	· Yes
	· No

	Comments:
	

	Consent process appropriate.
	· Yes
	· No

	Comments:
	

	Additional Comments:
	· None

	

	


	RECOMMENDATION TO R&DCommittee:

	· Approve
	
	· Approve with Changes/Clarification
	
	· Table
	
	· Disapprove

	
	· Full Review Required

· RCO Review
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