	[image: image1.png]U.S. Department
of Veterans Affairs






	NEW STUDY SUBMISSION CHECKLIST
· Submission instruction and forms: http://www.northerncalifornia.va.gov/services/rnd/rndforms.asp
· All documents listed in Bold must be submitted.

· All other documents are required if they apply to the research proposal.

	

	Date:
	     

 FORMTEXT 


	Principal Investigator:
	     

	Title of Study:
	     

	VA File Number:
	Pending

	VA NCHCS Research and Development Required Documents

	 Administrative Review of Research Proposal (Must have approval prior to IRB review)

	 Research Protocol Safety Survey: Subcommittee for Research Safety (SRS)

	 Checklist for Reviewing Privacy, Confidentiality and Information Security in Research 

	VA NCHCS IRB Required Documents

	 New Study Application  

	 New Study Application -Supplement - Human Biological Materials: Storage or Genetic Research Use  (Applicable to all human subject research projects with tissue storage, genetic testing, or tissue banking for future use)

	 Prospectus of Research Study

	 Project Data Sheet (VA Form 10-1436)

	 VA Research Consent Form (VA Form 10-1086) (Required, unless consent  is waived)

	 Authorization for PHI use for Research (Required, unless authorization  is waived)

	 Request to Waive Consent (Optional – Study specific; Required for prescreening)

	 Request to Waive Authorization (Optional – Study specific; Required for prescreening)

	 Investigational Drug Information Record (VA form 10-9012) (Applicable to all drug clinical trials)  

	 Statement of Investigator (FDA Form 1572) (Applicable to all investigational drug clinical trials) 

	 Investigational Device (Applicable to device clinical trials)  

	 MRI/fMRI Application (Applicable to research involving MRI/fMRI)  

	 Radiation Safety Application (Applicable to research involving radiation)  

	 Radiation Exemption (Applicable to research involving radiation )  

	 Recruitment Material (Advertisements, flyers, questionnaire cover letter, recruitment letters, etc.)

	 Research Data Use and Security Plan

 Section 1-Investigator’s Assurance

 Section 2-Research Security Plan

 Section 3-Offsite Data Storage Waiver

	 Research Financial Conflict of Interest (Required for all members of the research team.)

	 Research Investigator Data (VA Form 10-5368) (Required form for all New VA research investigators)

	 Grant proposal or Drug Company Protocol. (If applicable)

	 Investigator Brochure or Device Brochure for all investigational drugs and devices.  (If applicable)
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