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NEW SUBMISSION CHECKLIST – IRB Coordinator

Protocol # Assigned _____________
Scheduled Meeting Date 




Date Due Back to IRB Coordinator 


______ Date stamp submission application – all originals 

______ Original signature of PI

______ NIH Tutorials completed for PI and Co-PI’s.   Initial next to names

______ Electronic Submission Form and ICF received

______ PI’s CV submitted

______ Signed 1572 or investigator’s agreement (device study) (if applicable) 

______ 502A submitted      with original signature (if applicable)

______ Original and Three copies of submission application:

______ Copy for assigned RCA (Entire Packet)

______ Copy for Primary Reviewer (Entire Packet)

______ Copy for IRB Chair (Entire Packet)

______ Give Wanda a copy of first two pages of received submission form to enter into Pro-IRB

______ Date stamp Investigator’s Brochures (File Original in IB file)

______ Record IB version date on Original file folder

______ Original and RCA copy in file

______ Primary Reviewer copy set aside

______ Entire protocol file given to RCA  (Gary   Amy   Michelle)

______ Forward the Electronic Submission Form and ICF to RCA

______ E-mail acknowledgment to Study Coordinator (using template e-mail)

______ E-mail submission form to Clinical Research (Cindy Wroblewski) noting date received and protocol number in e-mail. 

______ Device studies - check credentialing section on Submission Application
E-mail the submission form to Regional Credentialing (Suzanne Cummings  for Metro Region – St. Luke’s Franklin Health Center-Credentialing Department. May be other individual outside of Metro). Include the RCA’s name.
______ Grant/Funding application received (if applicable). (Copy for Primary Reviewer)

NEW SUBMISSION CHECKLIST – Office Reviewer


Check PRO-IRB for same study done by different investigator (or other studies using same drug or device)


Is protocol (if applicable) complete?


Is Investigator Brochure/Device Manual included/complete?


Is sponsor’s sample informed consent included?


Is submission form complete (ie. are all questions answered appropriately)?


Are administrative approvals attached to submission?


Does 1572 match submission form (ie. all sub investigators listed and all sites accounted for on the submission form and consent document)?


Are surveys (if applicable) included?


Are subject diaries (if applicable) included?


Are Case Report forms (if applicable) included?


Are recruitment materials (local versions) included (if applicable)?


Are all sites accounted for on the consent document(s)?


Are all of the required elements present in the consent document(s)?


Should a recommendation be made to the investigator that a Certificate of Confidentiality be obtained?


Has a waiver of informed consent or documentation of informed consent been requested? Is justification present? Is justification appropriate?


If device study, has Credentialing Department response (via e-mail) been received? 


 Is there a Credentialing Verification letter in study file for each investigator?


 Is there an Investigator COI statement (Form 104-A) for each investigator?


 Has the submission form and ICF (revised if necessary) been sent to Medical Auditor (Laurel Henschel) for Coverage Analysis?


Does the study involve employees as subjects? If yes, send submission to Lorelle Walsh, Senior VP, Human Resources. 


 Are there letters to the Fiscal Intermediary for study? Flag for Wanda to send to Laura Ramirez with study approval.
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