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	Human Subjects Research

Study Evaluation Checklist


The checklist is designed to facilitate a feasibility assessment for each study conducted at VMMC/BRI that is not wholly or partially funded by federal funds (except for Cooperative Inter-Institutional studies).   
Please submit this checklist with signatures from the PI, Unit Director and Unit Manager / Point Contact plus all appropriate research documents specified below to crp@benaroyaresearch.org.    
	Principal Investigator:
	

	Protocol (Short) Title:
	

	IRB#:
	
	Funding #:
	

	Enrollment Goal:
	
	Enrollment Period:
	


	Yes
	N/A
	Item

	(
	(
	Adequate (sufficient and qualified) staffing available to conduct study.

	(
	(
	Sufficient number of potential subjects identified to meet enrollment goal.

	(
	(
	This study will be conducted entirely at the VMMC/BRI facility or permission will be obtained from the institution at which research will be conducted, e.g., Group Health.

	(
	(
	If PI is a new Investigator or new to the Institution, please provide the name of the Research Investigator that will be available for guidance: Name(s):









	(
	(
	Does the study compete for the same population / clinical indication with any other open studies?  If yes, please explain why it is a valuable option to the subject, e.g., route of administration, scientific, disease progression?




Please describe or attach a document that outlines your informed consent process:

Please describe or attach a document that outlines your recruitment plan:

If the study will only enroll 1-2 subjects per year, please explain why this study should proceed?
If there is a Conflict of Interest with any Key Personnel, e.g., Honorarium, Equity, please attach the completed VMMC Financial Disclosure Statement for that individual(s).

	I agree that this study should proceed and that it matches the department and section goals.  

Principal Investigator Signature


Date


Printed Name

Unit Manager / Point Contact Signature

Date


Printed Name



	

	I have read and reviewed for scientific merit and agree that the study should proceed.

Unit Director or Medical Director CRP Signature


Date


Printed Name

Note: if PI is also the Unit Director, another Unit Director or CRP Medical Director must sign.




Research Documents:

· Final Protocol with Appendices / Attachments

· Investigator Brochure / Package Insert for Approved Drug / Device

· FDA / IDE Letters

· Informed Consent(s) / HIPAA Authorization(s)

· Sponsor’s Draft Contract / Agreement

· Manual(s) for Imaging, Sample Processing, Shipping, etc. (if applicable)

· Impact Statements

· Sponsor’s Proposed Budget
· BRI Projected Budget
· Investigator CV / Mentor CV (if applicable)

· Completed Human Subjects Research Study Evaluation Checklist

· Sample CRFs / Questionnaires
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