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	NEW FULL BOARD SUBMISSION CHECKLIST



	

	The following documentation is REQUIRED for all New Full Board Protocols to be submitted with the hard copy submission. 
Incomplete submissions will result in delay of IRB-HSR review.  Some circumstances may require the submission of other material in addition to the items listed below.

	 FORMCHECKBOX 

IRB-HSR Routing Form with Contact Information

	 FORMCHECKBOX 

One ORIGINAL packet that includes

· One (1) original Protocol Cover sheet with questions

· One (1) original IRB-HSR protocol or IRB-HSR application, signed and dated by the PI and Department Chair and includes IRB# in header

· One (1) original of the IRB-HSR consent including IRB# in header
· One (1) Investigator’s Brochure, package inserts, or device background literature
· One (1) Sponsor Protocol (if applicable)
· One (1) copy of PRC approval notice and Response Letter from PRC (if applicable)
· One (1) copy of the School of Medicine Clinical Trials Office Review (if required: need for IND/IDE)

· One (1) copy of the School of Medicine Clinical Trials Office Approval (if required: PI of IND/IDE or PI of multisite trial)
· One (1) copy of Radiation Safety Committee Review (if required)
· One (1) Certificate of Confidentiality Application (if applicable)
· One (1) Conflict Management Plan from Conflict of Interest Committee (if applicable)
· One (1) Proposed study-specific research participant tools  (e.g. diaries, questionnaires)
Note: If the study team or sponsor request a complete list of ancillary documents be acknowledged on the assurance/approval notice at the time the board reviews the study, please include ALL copies AND make note of what needs to be documented (ie version date if applicable). 

	 FORMCHECKBOX 

3 additional PACKETS (all items stapled) that include the following:

· IRB-HSR protocol cover sheet with questions

· IRB-HSR consent  with IRB # in header

· IRB-HSR protocol or IRB-HSR application with IRB# in header

· Sponsor Protocol (non-IRB protocol)  (if applicable)
NOTE: When referencing a non-IRB  protocol, you  MUST include 3 copies of the Sponsor Protocol (non-IRB protocol)
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