Checklist: Continuing Review Application 
Submission Materials:
Please collate your submission, include the required number of copies, and place documents in the following order:  

A. For protocols that were approved by Convened IRB Review 
One (1) signed original (for the IRB Files) of the application: Appropriate departmental signatures (and signature of faculty sponsor, if PI is a student, fellow, or resident) AND
Twenty (20) identical copies (for the IRB board and reviewers) of the following documents:
 FORMCHECKBOX 
 Continuing Review Application

 FORMCHECKBOX 
 Approved consent documents, including parental permissions, assents, and authorizations

 FORMCHECKBOX 
 Current recruiting materials
 FORMCHECKBOX 
 Any reports to or from the FDA or sponsors since the last initial or continuing review, including the most recent progress report, DSMB or DMC report, or adverse event summary for all Grant Agency funded studies.
 FORMCHECKBOX 
 Appendix M; if your last Continuing Review occurred prior to January 1, 2011. 
Three (3) copies of the following document:
 FORMCHECKBOX 
 Current research protocol with amendments incorporated.
If additional subjects will be enrolled, include One (1) copy of the following documents:
 FORMCHECKBOX 
 Unmarked copies of the informed consent document(s), including any parental permission document(s) and assent document(s). 
 FORMCHECKBOX 
 Unmarked copy of all recruiting materials.(The unmarked copies will be stamped with the date of approval and returned for your use when enrolling subjects)
B. For protocols that were approved by Expedited IRB Review OR protocols that were approved by Convened IRB Review, but now qualify for Expedited Review*, you will need 2 copies of the entire application and supporting documents,
One (1) signed original (for the IRB Files); One (1) identical copy (for the IRB reviewer).
Both include: 
 FORMCHECKBOX 
 Continuing Review Application with appropriate departmental signatures (and signature of 
faculty sponsor, if PI is a student, fellow, or resident)
 FORMCHECKBOX 
 Approved consent documents, including parental permissions, assents, and authorizations

 FORMCHECKBOX 
 Current recruiting materials

 FORMCHECKBOX 
 Any reports to or from the FDA or sponsors since the last initial or continuing review, including the most recent progress report, DSMB or DMC report, or adverse event summary for all Grant Agency funded studies.
 FORMCHECKBOX 
 Current research protocol with amendments incorporated.
 FORMCHECKBOX 
 Appendix M; if your last Continuing Review occurred prior to January 1, 2011. 
If additional subjects will be enrolled, include one (1) copy of the following documents (the unmarked copies will be stamped with the date of approval and returned for your use when enrolling subjects):
 FORMCHECKBOX 
 Unmarked copies of the informed consent document(s), including any parental permission document(s) and assent document(s). 
 FORMCHECKBOX 
 Unmarked copy of all recruiting materials.
* Your research may be eligible for review under expedited review procedures [45 CFR 46.110(b)(1)], if all of the following accurately describe your research:
(a) the research is permanently closed to the enrollment of new subjects  AND
(b) all subjects have completed all research-related interventions  AND
(c) the research remains active only for long-term follow-up of subjects OR
No subjects have ever been enrolled in the research at UIC or Jesse Brown VAMC, and no additional risks have been identified since the last approval OR

The remaining research activities are limited to data analysis only OR
The research is not conducted under an IND or IDE, and the IRB has previously determined at a convened meeting that the research involves no greater than minimal risk, and no additional risks have been identified.

NOTE: Retain a copy of the complete Continuing Review Application packet for your records.
