BSPH IRB: WCG New Application Review Cover Letter/Checklist

PI Name:  
Study Title:  
BSPH IRB No.:  
CIR No.:  
Check off the boxes below to indicate inclusion in your submission, as appropriate:

WCG and BSPH IRB REQUIREMENTS:
 FORMCHECKBOX 
 WCG Initial Review Submission Form

 FORMCHECKBOX 
 Research Plan/Protocol (Version No. or Date: 
 FORMCHECKBOX 
 Complete Grant Application (if submitted to a federal agency)

 FORMCHECKBOX 
 Curriculum Vitae for Principal Investigator and all Sub-Investigators

 FORMCHECKBOX 
 DEA and Medical Licenses for Principal Investigator

 FORMCHECKBOX 
 Medical Licenses for Sub-Investigators 

 FORMCHECKBOX 
 Informed Consent Documentation

 FORMCHECKBOX 
 Other study documents: advertisements, questionnaires, participant diaries, etc.
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For Drug/Biologic/Vaccine Studies


 FORMCHECKBOX 
 Investigator’s Drug Brochure


 FORMCHECKBOX 
 Completed Drug Data Sheet for IND Studies

 FORMCHECKBOX 
 Package Inserts for Marketed Drugs

 FORMCHECKBOX 
 FDA Form 1572, signed by PI listing WIRB as reviewing IRB.
 FORMCHECKBOX 
 FDA or Sponsor IND Documentation, or explanation as to why no IND is required.
 FORMCHECKBOX 
 For Gene Transfer Studies subject to RAC review, the RAC correspondence, Appendix M
     Responses, and IBC approval.  If IBC review has yet to occur, provide a date for the review
     and contact number for your IBC.
For Device Studies

 FORMCHECKBOX 
 Device Manual

 FORMCHECKBOX 
 FDA Letter granting IDE, or
 FORMCHECKBOX 
 Letter from sponsor supporting Non-Significant Risk Determination, or
 FORMCHECKBOX 
 Letter explaining why investigation is exempt from IDE requirements or otherwise exempt.

For Food Supplements

 FORMCHECKBOX 
 Background Information for Study Products
BSPH IRB REQUIREMENTS:
 FORMCHECKBOX 
 Budget number: 
 FORMCHECKBOX 
 Conflict of Interest Review Documentation
 FORMCHECKBOX 
 CRRC/RDRC Radiation Review 
 FORMCHECKBOX 
 GCRC Approval
 FORMCHECKBOX 
 HIPAA Training
 FORMCHECKBOX 
 Human Subjects Training

        Certification

 FORMCHECKBOX 
 IBC Approval and/or
        Registration # 
 FORMCHECKBOX 
 SKCCC Approval (for cancer studies)
For IRB Office Use Only:  Prepared and sent to WCG by

Printed Name/Title: 
Signature Date: 
v14Feb2024


