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	EXPEDITED SUBMISSION CHECKLIST



	The following documentation is required for all Expedited Protocols.

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 

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 (with no tracked changes), signed and dated by the PI and Department chair and includes IRB# in header

· Two (2) copies of the IRB-HSR consent (with no tracked changes) including IRB# in header (if applicable)
· One (1) Investigator’s Brochure, package inserts, or device background literature (if applicable)
· One (1) Proposed study-specific research participant tools  (e.g. diaries, questionnaires) (if applicable)
· One (1) Sponsor Protocol (if applicable)
· One (1) copy of PRC/GCRC approval notice (if applicable)

· One (1) copy of the GCRC Application (if applicable)

· One (1) copy of the School of Medicine Clinical Trials Office approval (if required)

· One(1) copy of the Screening Log (if listed on Protocol Cover Sheet under Auxiliary document required) 
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