VA ECHCS SUBMISSION CHECKLIST

VA forms can be obtained at:

http://www.ucdenver.edu/research/comirb/Pages/VADenver.aspx
Prior to submitting your research protocol to COMIRB, please email all documents to:

Brandi.Lippmann@va.gov
____ COMIRB Application for Protocol Review
____ Protocol

____ VA Investigator Agreement    
____ VA Conflict of Interest form (COI)
____ Data Privacy and Security Plan Checklist    
____ VA Data Management Access Plan    
____ VA Research Data Inventory Tool

____ VA 10-250 Privacy Review Checklist
 *only complete page 1
____ VA Research Information Security Review Checklist

____ RPSS (Research Protocol Safety Survey) Form *Please submit signed 
____ SRS (Subcommittee on Research Safety) Protocol Action Form *Please submit signed
For questions regarding the RPSS form or SRS Protocol Action Form e-mail Todd.Furbacher@va.gov
IF APPLICABLE:

            ____ VA Consent Form (combined consent/HIPAA can be used except when consenting for 

                      optional components or using a Legally Authorized Representative)
____ Questionnaires, diaries, surveys, advertisements, flyers

____ Protocol Submission Packet Title Page & Billing Inf.  (Submit only if industry-sponsored study)
____ OMB Exemption Brief (Submit only if questionnaires/surveys are used) 
____ Authorization to Transport…Utilize VA Sensitive Information (submit only if transporting data offsite)
____ VA Research Impact Statement (with all appropriate signatures if applicable— see RIS for details)

SIGNATURES ARE NOT REQUIRED BEFORE SUBMISSION TO COMIRB, BUT MUST BE OBTAINED BEFORE PROTOCOL IS APPROVED AT R&D COMMITTEE.

____ Statement of Investigator (FDA 1572)

____ FDA letter noting the following but not limited to: IND or IDE #, 

____ Sponsor, IND/IDE name, Date of submission, Date of Receipt
____ Investigational Brochure 

· After submission of your packet to the VA Research Office, it will be pre-reviewed for VA guidelines  
· The VA Clearance Letter will then be emailed to the coordinator/primary contact.   
THE VA CLEARANCE IS NOT YOUR FINAL R&D COMMITTEE APPROVAL

· At that time, submit to COMIRB and include the VA Clearance Letter
COMIRB APPROVAL IS NOT YOUR FINAL R&D COMMITTEE APPROVAL
· After COMIRB approval, your study will go to R&D Committee for final approval
You cannot begin study activity until you receive an email with final RDC approval from RDC coordinator 
If submitting non-COMIRB (CIRB or NCI IRB) studies, contact Brandi.Lippmann@va.gov
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