VA Central IRB (CIRB) Guidance
Local VA CIRB Liaisons:  Laurie Grevious (Laurie.Grevious@va.gov) who is cc’d on all approvals.

VA CIRB and contact information:  http://www.research.va.gov/vacentralirb/default.cfm
Office of Regulatory Compliance, External IRB Coordinators: ExternalIRB@ucdenver.edu 
http://www.ucdenver.edu/research/ORC/CRSC/Pages/Ceding.aspx 
Submission Components: 

CIRB process


VA R&D Process


ORC, External IRB Process

Timeline of events: what to submit, to who, and when

INITIAL SUBMISSION
· Obtain PSI/LSI approval from the VA CIRB

· After PSI/LSI approval has been received from the VA CIRB, obtain and/or complete the following forms:
· Protocol Assessment Form
· VA CIRB protocol
· PSI/LSI Application/Approval
· Consent Form/HIPAA form (if applicable)
· Data Privacy and Security Plan Checklist
· VA Investigator Agreement
· Research Protocol Safety Survey (RPSS)
· SRS Protocol Action Form
· Research Impact Statement (Service Chief signatures required if recruiting/conducting at ECHCS)
· Data Management and Access Plan (DMAP)
· Research Data Inventory Tool
· Send above listed forms to the VA Pre-review Group via Brandi Lippmann, HRPP Manager, (Brandi.Lippmann@va.gov) for pre-review:
· Brandi will contact Todd regarding the RPSS/SRS forms, and he will place the study on the SRS agenda
· Brandi and Pre-Review Group will do abbreviated pre-review and issue VA Clearance letter
· Once VA Clearance letter is sent to the study coordinator/PI (and the PSI/LSI is officially approved), the protocol can be placed on the next R&D meeting agenda.
· Once all local requirements are met, the study will be added to the next RDC convened meeting agenda by the RDC Coordinator, Laurie Grevious.  
· Once the RDC approves the PSI or LSI, on behalf of the ACOS/R&D, the RDC Coordinator, Laurie Grevious, will send the PI/Coordinator the RDC approval letter and stamped RDC-approved VA consent form 
· VA CIRB studies may begin once this R&D approval letter has been received; however, do not forget to complete the additional steps below:
· Following R&D approval, the External IRB Coordinators (part of the Office of Regulatory Compliance at the University of Colorado Denver/Anschutz Medical Campus) must be notified with the forms listed in the CIRB process 
[*NOTE: External IRB Coordinators track VA CIRB approvals within InfoEd. They can be reached at ExternalIRB@ucdenver.edu] 
Forms needed: 
· Protocol Assessment Form
· VA CIRB protocol
· VA CIRB Approval
· R&DC Approval
· Approved Consent Form/HIPAA form (if applicable)
· VA Clearance Letter
· After the research coordinator notifies the External IRB Coordinator of the submission, the External IRB Coordinator will issue a certificate of review for an outside IRB. Save this with your Regulatory Binder.
CONTINUING REVIEW
· Submit CRs directly to VA CIRB, according to their instructions.
· Upon receipt of VA CIRB approval, your protocol may continue as approved.
· Upon receipt of VA CIRB approval, 

· Ensure that R&D has received the approval and the study is placed on the next available agenda (contacts: Todd Furbacher & Laurie Grevious)
· Forward your VA CIRB approval to ExternalIRB@ucdenver.edu to notify the Office of Regulatory Compliance of the study’s continued approval.
PROTOCOL AMENDMENT

· Submit PAMs directly to VA CIRB, according to their instructions. 
· Upon receipt of VA CIRB approval, changes can be implemented immediately; However,
if the PAM includes a consent form change, you must wait until you receive a copy stamped by VA R&D (Laurie Grevious) to use with participants. 
NOTE: all consents used locally require a VA R&D stamp, but CIRB does not want the local stamped version when submitting to them.
· Upon receipt of VA CIRB approval, 
· Complete SRS update form listing what was amended & send to Todd Furbacher (Todd.Furbacher@va.gov). 
· Complete CIRB Change form & send to ExternalIRB@ucdenver.edu (may need to contact the External IRB Coordinators to request the CIRB Change Form).
CLOSURE

· Submit your Closure/CR submission directly to VA CIRB, according to their instructions.
· Upon receipt of your VA CIRB closure approval, ensure that R&D has received the approval and the study is placed on the next available agenda (contact: Laurie Grevious).
· The R&D Coordinator (Laurie.Grevious@va.gov) will send the R&DC closure letter to the

External IRB coordinators (ExternalIRB@ucdenver.edu). 

· Once received, save all closure letters and documentation in your Regulatory Binder.
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