


[bookmark: Text6]Principal Investigator:	     		     		 	     	
	Last		First		MI	Degree(s)
Project Title:	     	

Human Subject Protection Education: Completion of the CITI web-based training, which includes Good Clinical Practice Training, is required for all members of your Research Team.   You are reminded that HIPAA training must be completed as part of your VA appointment process.

Please check each of the following applicable components.  The forms are referenced by Appendices. 

[bookmark: Check1]1.	|_|	Investigator Data Sheet or Page 18 with Codes for new principal investigator(s)* (VA Form 10-5368) and Personal Data on VA Investigators (Appendix N and Appendix O)
[bookmark: Check3]2.	|_|	Request to Review Research Proposal*  (Appendix Q). 
3.	|_|	Abstract Guidelines* (Appendix R)
[bookmark: Check2]4.	|_|	Research Financial Conflict of Interest Statement* (Appendix S)
[bookmark: Check12]5.	|_|	Human Research Protocol Worksheet* (Appendix T)
[bookmark: Check13]6.	|_|	Participating Research Team Members* (Appendix W)
[bookmark: Check7]7.	|_|	VA Research Consent Form (VA Form 10-1086) (Appendix Y) 
		(Include the DHHS-approved sample consent in addition to the VA Consent Form, when one exists.)
[bookmark: Check11]	|_|	HIPAA Authorization for Release of Protected Health Information (PHI) for Research Purposes (Appendix Z)
[bookmark: Check24]8.	|_|	Recruitment Materials (advertisements, flyers, etc. – see IRB SOP Section VIIID) (Appendix X for flyers)
[bookmark: Check6]9.	|_|	Waiver of Informed Consent Requirements (Appendix AA)
[bookmark: Check9]	|_|	HIPAA Waiver of Authorization to Release Medical Records or Protected health Information (PHI) (Appendix BB)
		(Note:  Must be requested when screening medical records and recording identifiable information for recruitment purposes)
[bookmark: Check8]10.	|_|	Subject Survey or Questionnaire
[bookmark: Check5]11.	|_|	Determination of Exempt Status (Appendix DD)
[bookmark: Check14]12.	|_|	Investigational Drug Record (VA Form 10-9012) (Include sponsor or FDA validation of IND number, if applicable.)  (Appendix EE)
Appendix L
Human Studies Protocol
Submission Checklist[image: NWI Logo]
[image: ]Appendix L
Human Studies Protocol
Submission Checklist
[bookmark: Check15]	|_|	Investigational Device Study (Manufacturer’s product safety data must accompany the proposal) (Provide sponsor or FDA validation of IDE number, if applicable.) 
Rev: Jan 2012
Rev: Jan 2013	Research Document Control Library/Appendix_L_Human_Studies_Protocol_Submission_Checklist.docx	
[bookmark: Check17]13.	|_|	Research Using Stored Human Biological Materials or DNA (Appendix FF) 
[bookmark: Check18]14.	|_|	Proposed Research Plan* (Complete grant application must be included as submitted to funding agencies VA, DHHS, etc.  Include the DHHS-approved protocol, when one exists.) (Appendix GG)
	|_|	Memorandum of Concurrence is included for grant applications submitted to non-VA funded agencies
[bookmark: Check19]15.	|_|	Budget*: A copy of the budget must be submitted with the protocol for Committee review if funded. (Attach a budget and see Appendix T Budget Section for the breakdown)
[bookmark: Check20]16.	|_|	Research Safety Application* Submit to the Subcommittee for Research Safety (SRS): 1) complete and sign the 2-page protocol specific application for all clinical studies;   2) complete and sign the Annual Review Form if your project is being conducted in a research laboratory setting and was not previously submitted or has changed. (Appendix JJ)
	|_|	Bio-Safety and Chemical Risk Assessment Summary* (available on SRS website).
17.	|_|	Checklist for Reviewing Privacy, Confidentiality and Information Security in Research* (Appendix NN)
18.	|_|	Letters of Support for Clinical Research Study and Example (Pharmacy, Radiology, Pathology, etc.) (Appendix II)
19.	|_|	Request for Utilization of Clinical Research Unit (CRU)
[bookmark: Check21]20.	|_|	Curriculum Vitae* (biographic sketch and bibliography may be submitted for subsequent submissions)
[bookmark: Check22]21.	|_|	Investigator’s Brochure (when applicable)
[bookmark: Check23]22.	|_|	Clinical Agreement/CRADA (When applicable, provide contract between sponsor and funding administrator)
*Required for all submissions
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