
RSRB Guidance Document - Submitting WIRB Applications

When submitting new applications for INITIAL review…
1. All WIRB documents be submitted electronically via CD to the RSRB office for administrative review prior to being sent to WIRB.
2. WIRB Submission form must be completed via WIRBNet using the WIRB Smartform.
3. Follow the WIRBNet instructions and complete the WIRB Smartform Submission form, but DON’t submit it.  Print a PDF document of the completed WIRB Submission form to be uploaded onto the CD.
· Of note – when completing the WIRB Smartform, you will need to skip the “Upload Documents Required for Submission” page by clicking the EXIT button at the bottom of the page.  You will then be directed to the Edit Main Form page.  Under Action, click on Views and the PDF will open for you to print.  
4. At the end of the WIRB Smartform there will be a separate page entitled “Investigator Confirmation of Board Requirements”.  The PI should sign and date this page.  Then scan and upload this page onto the CD. 
5. Upload all WIRB submission documents (see below for the list of documents) onto CD and deliver to RSRB office for review.
6. Once the RSRB administrative review is complete:
· The RSRB WIRB liaisons will submit the documents to WIRB electronically

· An email confirmation will be provided to the study team to notify them that the WIRB submission has been sent to WIRB. 

PLEASE NOTE – WIRB will NOT review any UR study prior to the RSRB’s review. 

Required WIRB submission documents:

· Signed (by Department Chair or designee) and scanned ROSS application form

· Signed (by PI) and scanned WIRB application form  

· Sponsor’s Protocol

· Subject Consent Form(s)

· Investigator’s Drug Brochure (if applicable)

· IDE Documentation (if applicable)

· Signed FDA Form 1572 (if applicable)

· Study recruitment materials (ads, brochures, etc.)
· PI’s current Medical License

· PI’s, Co-PI’s and Sub-Investigator’s current CV

· Department Letterhead
For a link to the PowerPoint slides outlining the changes to the WIRB submission process that was presented by the RSRB office on 2/15/11 go to - http://www.rochester.edu/ohsp/documents/pdf/RSRB_WIRB_presentation_handouts.pdf 
If you have any questions, please don’t hesitate to contact the RSRB WIRB liaisons, Tiffany Gommel at (x65537) Tiffany_Gommel@urmc.rochester.edu or Nicole Mason at (x65544) Nicole_Mason@urmc.rochester.edu 
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