Institutional Review Board (IRB) Initial Review Submission Checklist


Protocol:       
Investigator:  
Date:       










This form should be completed by the Investigator prior to submitting a study for initial review.  All items must be addressed.  Asterisk (*) denotes required document.
	INITIAL REVIEW APPLICATION DOCUMENTS
	Yes
	No
	N/A
	Comments

	1. Page 18/Investigator Data:  Page 18 is required for new Principal Investigators (PIs) or Co-Investigators only.  If the PI has submitted a Page 18 for a prior study, do not re-submit.  PIs must be VA faculty (full time, part time, or WOC).  Medical residents, fellow, pharmacy students, and nursing students must contact the Research Office prior to a protocol submission. 
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	2. * Application for Initial Review of Non-Exempt Human Subjects Research:  Use this form for all Initial Review submissions of minimal risk and greater than minimal risk studies that do not meet exemption criteria. Funding source must be included on the form. (write 4 digit number and sponsor name).  If unfunded, use code 0000 and identify as none or pending sources.  This form must be signed by the Section/Service Chief or it will not be submitted to the IRB for review.  **If the proposed research meets exemption criteria, do not submit this forms, use the Application for Exempt Human Subjects Research (item 3 below).**
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	3. * Application for Initial Review of Exempt Human Subjects Research: Use this form for all Initial Review Submissions for research that may meet exempt human subjects research criteria. 
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	4. * Abstract:  No more than half a page. The abstract should include the Purpose, Methodology, and Objectives.
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	5. * Protocol:  Use the DVAHCS protocol template available on the research website and follow all instructions on the document. *Delete all instructions on the prior to submission.*
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	6. Local Protocol Addendum: To be used for multi-site trials in which where is a sponsor or parent protocol. This document must include local, site-specific information and any procedures that may differ from the sponsor or parent protocol.
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	7. Informed Consent Form:  If applicable, use the latest version of the ICF available on the research website. 
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	8. Request for Waiver or Alteration of Informed Consent Process:  Include if you are requesting a waiver or alteration of the required elements of informed consent to conduct the study. 
*You do not need to include this form for the purposes of screening, recruiting, and determining eligibility if the following will occur and described in the protocol: 1) the investigator will obtain information through oral or written communication with prospective; and/or 2) the investigator will obtain identifiable private information or identifiable biospecimens by accessing records or stored identifiable biospecimens. You must still include the Request for Waiver or Alteration of HIPAA Authorization (item 11 below) for screening/recruiting activities.  
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	9. Request for Waiver of Informed Consent Documentation:  Include if you are requesting a waiver of documented informed consent (e.g., consent process occurs but no signed ICF). Include a verbal consent script and information sheet to be given to participants, if applicable.
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	10. HIPAA Authorization, VA Form 10-0493, Authorization for Use and Release of Individually Identifiable Health Information Collected for VHA Research: Must be included if you are obtaining, using, or disclosing individually identifiable health information (aka Protected Health Information (PHI)).  
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	11. Request for Waiver or Alteration of HIPAA Authorization:  Submit if you are requesting to waive or alter elements of HIPAA Authorization (or if you want to screen and recruit prior to obtaining informed consent and HIPAA authorization).
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	Include the following, as applicable:

12. Investigator’s Brochure

13. Package Insert

14. VA Form 10-9012 (required for drug studies)

15. All surveys/questionnaires that will be given to subjects for completion

16. Telephone script (if requesting a waiver of informed consent documentation)
17. Recruitment letters (no drafts)

18. Advertisements:  Flyers, radio or newspaper adds, etc.
	 FORMCHECKBOX 


 FORMCHECKBOX 


 FORMCHECKBOX 


 FORMCHECKBOX 

 FORMCHECKBOX 


 FORMCHECKBOX 


 FORMCHECKBOX 

	 FORMCHECKBOX 


 FORMCHECKBOX 


 FORMCHECKBOX 


 FORMCHECKBOX 

 FORMCHECKBOX 


 FORMCHECKBOX 


 FORMCHECKBOX 

	 FORMCHECKBOX 


 FORMCHECKBOX 


 FORMCHECKBOX 


 FORMCHECKBOX 

 FORMCHECKBOX 


 FORMCHECKBOX 


 FORMCHECKBOX 

	     

	19. * VA Form 10-0398 Research Protocol Safety Survey (RPSS):  This form concerns safety issues for the research team and is required when the study involves biological, chemical, physical, or radiation hazards. Required for all initial review submissions, even if there are no biological hazards or concerns safety.
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	20. * Privacy, Confidentiality, and Information Security Checklist:  The Privacy Officer (PO) and Information Security Officer (ISO) reviews should occur prior to IRB submission.  The Checklist and supporting documentation should be completed and submitted emailed to the PO (VHADURPOSupport@va.gov)  and ISO (VHADURISOSupport@va.gov) at the same time.  Do not submit your application to the IRB until you have made all corrections and have signed PO and ISO approval.
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	21. * Staff Listing:  A completed Staff Listing must be submitted for initial review.
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	22. * Conflict of Interest Survey:  All Investigators (including co-Investigators, sub-Investigators, etc.) must complete this form.
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	23. Declaration of HIPAA De-Identification:  Required if you are only using de-identified data.
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	24. Packing and/or Shipping of Biological Specimens:  If research personnel package or ship biological samples, they must receive specific training and provide documentation with this submission.
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	25. Standard Operating Procedure (SOP) for Using Human Blood or Tissue:  Required if human samples are collected, handled, or transported by the research staff, or if they are processed and or analyzed in a research laboratory.
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	26. Recombinant DNA Form:  This form is required if the protocol includes the generation of recombinant DNA.
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	27. Viral Vector Form:  Required if the protocol includes the use of viral vectors for recombinant DNA purposes.
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	28. Application to Establish a Research Data Repository:  Include if you are establishing a new research data repository. 
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	29. Research Data Repository Written Procedures for Operations:  Include if you are submitting a protocol that will establish a research data repository.  Note:  The written procedures for operations (SOPs) must also be reviewed by the ISO and PO.
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	30. Application to Use Data from a Data Repository:  Include if you are requesting to use data from a Durham VA data repository.
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	31. Department of Defense (DoD)-funded Research:  DoD-funded research is subject to additional review requirements.  Complete and submit the Durham VAMC Supplemental Information, Application, and Review of Human Subjects Research Involving the DoD form.  Additional documentation may also be required.  Contact the Research Office for more information and education.
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	32. Department of Education (ED)-funded Research:  ED-funded research is subject to additional review requirements.  Complete and submit the “Durham VAMC Supplemental Information, Application, and Review of Human Subjects Research Funded by the ED” form.  Additional documentation may also be required.  Contact the Research Office for more information and education.
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	33. * Data Management and Access Plan (DMAP): This document supports policy requiring VA investigators include in their research proposals, a data management plan that describes how, were, and to the extent to which they will make the data and results of their research available to the public and specifying what data will be available in machine readable formats.
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	34. Material Transfer Agreement (MTA): An MTA is required when transferring biospecimens outside VA to another (non-VA) institution or facility unless the biospecimens’ transfer is addressed in another agreement, such as a CRADA, subaward, or MOU.
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     


Comments:       
	
	     

	Principal Investigator Signature
	Date


	Investigator:   STYLEREF "PI Name"   
	Version 2019-03-11
	Page 4 of 4



