University of Alabama at Birmingham/WIRB

New Review Cover Letter/Checklist



Date sent to UAB IRB:       
 



Principal Investigator (PI):      

  Contact Person:      

 
PI Email Address:       
 
PI Telephone Number:      
 
Protocol No. and Sponsor Name:       
Protocol Title:      
 
NOTE: If this protocol involves gene transfer, gene therapy, the administration of recombinant material to humans (including the use of any viral or plasmid vectors), and/or requires review by the UAB Institutional Biosafety Committee (IBC), please contact the Office of the IRB for direction on how this protocol should be submitted.

 As indicated by the boxes checked below, the following documents are submitted for Initial Review:

WIRB REQUIREMENTS: 
 FORMCHECKBOX 

*Completed WIRB Submission Form  
 FORMCHECKBOX 

*Curriculum Vitae for Principal Investigator and all Sub-Investigators 

 FORMCHECKBOX 

*Current Professional License for Principal Investigator 
 FORMCHECKBOX 

*Informed consent form in UAB - WIRB format 

 FORMCHECKBOX 

Radiation Safety Committee Approval, if applicable
 FORMCHECKBOX 

*Advertisements (How many?      )


Even if already reviewed by WIRB, please provide a copy of the following documents for the UAB IRB file:

 FORMCHECKBOX 

*Protocol (date:      )

 FORMCHECKBOX 

*Amendments (dates for those included:     

 )

 FORMCHECKBOX 

If a DRUG study, 


 FORMCHECKBOX 
 Provide the Drug Name & IND number, if applicable:     
 )



IND Documentation:   FORMCHECKBOX 
 Investigators Brochure
 FORMCHECKBOX 
 Email from Sponsor
 FORMCHECKBOX 
 Other      

 FORMCHECKBOX 
 Investigator’s Brochure or Package Inserts (dates for those included:     
 )


 FORMCHECKBOX 

*Signed FDA Form 1572, if applicable, with WIRB listed as the IRB (date:      )

 FORMCHECKBOX 

If a DEVICE study, 


 FORMCHECKBOX 
Provide the Device Name & IDE number, if applicable:     
 )


 FORMCHECKBOX 
*Device Manual (date:      ) and ONE of the following:


 FORMCHECKBOX 
 *FDA Letter granting the Investigational Device Exemption and signed Investigator Agreement;



 FORMCHECKBOX 
 *Letter from sponsor stating that the study is a non-significant risk device study; OR



 FORMCHECKBOX 
 *Letter explaining why the investigation is exempt from the IDE requirements

 FORMCHECKBOX 

*Any other documents/materials (    
 )

*Submit Electronically: The above documents marked with an asterisk must be submitted in electronic format either via email to WIRB@uab.edu or via disk.

UAB REQUIREMENTS (Retained by UAB IRB):
Required for all submissions
 FORMCHECKBOX 
 OGCA Tracking Number and/or Link Number (     )

 FORMCHECKBOX 
 Protocol Oversight Review Form or approved alternative
 FORMCHECKBOX 
 Industry-Sponsored Protocol Billing Information Form

 FORMCHECKBOX 
 Clinical Trial Agreement



Include if applicable

 FORMCHECKBOX 
 Facility Approval: TKC, CEFH, TCHA, UH

 FORMCHECKBOX 
 Release of Drugs for Human Research Use
 FORMCHECKBOX 
 Infection Control Approval 
 FORMCHECKBOX 
 Release of Pathologic Materials 
 FORMCHECKBOX 
 MSO Billing Waiver 

 FORMCHECKBOX 
 CTRC Approval

IRB Office Use Only

Fiscal Approval Process (FAP) 

 FORMCHECKBOX 

No Recommendations




 FORMCHECKBOX 

No Review Required

 FORMCHECKBOX 

FAP Review Pending




 FORMCHECKBOX 

Recommendations



Reviewed and approved for electronic submission to WIRB by

Signature of UAB IRB official
Date 

IMPORTANT NOTES

*Before any protocol can be sent to WIRB, the UAB OGCA Tracking Number and CIRB clearance must be obtained.

*Before you can begin any protocol activities, you must have a fully executed contract from OGCA.

*Before you can begin enrolling participants, you must sign & send to WIRB the Confirmation of Board Requirements Form.
*All monitoring reports must be sent to the UAB IRB and to WIRB (See www.uab.edu/irb/wirb for instructions).
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