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        Northern California Health Care System

	NEW PROTOCOL SUBMISSION CHECKLIST

	

	Date:
	     

	Principal Investigator:
	     

	Title of Study:
	     

	VA File Number:
	

	VANCHCS Research and Development Required Documents

	 FORMCHECKBOX 
 Proposed Project Questionnaire (PPQ)  (Must have approval prior to IRB review)

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

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

	 FORMCHECKBOX 
 Checklist for Reviewing Privacy, Confidentiality and Information Security in Research

	VANCHCS/VACCHCS IRB Required Documents

	 FORMCHECKBOX 
 New Study Application  

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

	 FORMCHECKBOX 
 Prospectus of Research Study

	 FORMCHECKBOX 
 Project Data Sheet (VA Form 10-1436)

	 FORMCHECKBOX 
 VA Research Consent Form (VA Form 10-1086) (Required, unless consent is waived or the study is closed to enrollment.)

	 FORMCHECKBOX 
 Authorization for PHI use for Research

	 FORMCHECKBOX 
 Request to Waive Consent (Optional – Study specific)

	 FORMCHECKBOX 
 Request to Waive Authorization (Required for prescreening.)

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

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

	 FORMCHECKBOX 
 Investigational Device (Applicable to all device clinical trials)  

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

	 FORMCHECKBOX 
 Radiation Safety Application (Applicable to all research involving radiation)  

	 FORMCHECKBOX 
 Misc. (Advertisements, flyers, questionnaire cover letter, recruitment letters, etc.)

	 FORMCHECKBOX 
 Research Data Security

	 FORMCHECKBOX 
 Conflict of Interest Statement (VA Form 10-1313) (Required for PI, Sub-I, and key personnel devoting 5% or more effort on this research study.) (Must be signed by supervisor prior to IRB review)

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

	 FORMCHECKBOX 
 Grant proposal or Drug Company Protocol. (If applicable)

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