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

For Convened Review (greater than minimal risk research)
 FORMCHECKBOX 
 Initial Review Application 

 FORMCHECKBOX 
 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).
 FORMCHECKBOX 
 Twenty (20) identical copies (for the IRB board and reviewers) 
For Expedited IRB Review (no greater than minimal risk)
 FORMCHECKBOX 
 Initial Review Application 

 FORMCHECKBOX 
 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).


 FORMCHECKBOX 
 One (1) identical copy (for the IRB reviewer)

If applicable, include the following documents:

(for Convened review one (1) original twenty (20) copies or for Expedited review one (1) original and one (1) copy) 
 FORMCHECKBOX 
  Appendices:  

 FORMCHECKBOX 
Appendix B 
 FORMCHECKBOX 
Appendix F
 FORMCHECKBOX 
Appendix J
 FORMCHECKBOX 
Appendix P

 FORMCHECKBOX 
Appendix C
 FORMCHECKBOX 
Appendix G
 FORMCHECKBOX 
Appendix K
 FORMCHECKBOX 
Appendix S

 FORMCHECKBOX 
Appendix D1
 FORMCHECKBOX 
Appendix H
 FORMCHECKBOX 
Appendix L1
 FORMCHECKBOX 
Appendix U


 FORMCHECKBOX 
Appendix D2 
 FORMCHECKBOX 
Appendix I
 FORMCHECKBOX 
Appendix L2
 FORMCHECKBOX 
Appendix V
 FORMCHECKBOX 
Appendix Z


 FORMCHECKBOX 
 Conflict of Interest Statement of Explanation and Management (SEAM) 

 FORMCHECKBOX 
 Copies of all supporting documents, including letters of support and approval notices from other institutions.

 FORMCHECKBOX 
 Any other committee review and approval that was required prior to submission to OPRS (e.g. Dissertation Committee, Cancer Center, Radiation Safety, CRC or IBC review).  

 FORMCHECKBOX 
 VA Form 10-3203 
 FORMCHECKBOX 
 Copies of all proposed recruitment materials (advertisements/flyers)

 FORMCHECKBOX 
 Copies of all informed consent/assent documents or verbal scripts, and HIPAA authorizations.
 FORMCHECKBOX 
 If your research will involve subjects from the Jesse Brown Veterans Administration Medical Center (JBVAMC), included a VA Consent Form using VA Form 10-1086 and a HIPAA authorization, if applicable.  

 FORMCHECKBOX 
 Copies of all questionnaires, survey instruments, interview questions, discussion guides and/or data collection instruments that will be used.

And if applicable, three (3) copies for Convened Review and two (2) copies for Expedited Review of the following:

 FORMCHECKBOX 
 any federal Grant or Grant sub-contract

 FORMCHECKBOX 
 product information
 FORMCHECKBOX 
 CV(s)/biosketch of Principal Investigator and Co-Investigator
Also include three (3) copies for Convened Review and two (2) copies for Expedited Review:

 FORMCHECKBOX 
 Research Protocol* (with version number and date)

*Definition: Research Protocol 

The research protocol represents the key study document for describing the objectives, design, methodology, organization and data analysis of the proposed research, and is the primary documentation of the proposal for the purpose of IRB review. The protocol is used by the research staff or team to understand the procedures or tasks currently involved in the research.

The research protocol is a separate document from the research grant, grant sub-contract, or contract proposal (scope of work). For industry-sponsored research, the protocol is generally provided by the sponsor. For investigator-initiated research, the protocol is generally written by the Principal Investigator. If the Principal Investigator is a student, the thesis or dissertation proposal may be used as the research protocol. 

Whatever the origin of the protocol, the protocol should be revised as needed to be current to the research as it is actually being conducted. Any changes to the research should be submitted as amendments to the IRB. 

The protocol must clearly identify the title, version number and date of the protocol and all pages must be numbered. 

Although the format and terminology may differ, the UIC IRB typically expects the research protocol to contain the following: 

1. Title page including title, investigators, affiliations, sponsor, and protocol version number and date.

2. Study Hypothesis and Specific Aims (purpose, objectives)

3. Background and Significance

4. Methods

a. Research Design

b. Eligibility Criteria

c. Justification for inclusion of any special or vulnerable populations

d. Plans for subject selection, recruitment, and documentation of informed consent

e. Description of Procedures

f. Statistical Methods

i. Planned statistical analysis

ii. Rationale for selection of subject

g. Safety Monitoring and Assessment (if relevant, include provisions for managing adverse reactions)            

h. Data management (when relevant, address measures of privacy protection, coding, storage of information)             

5. For multi-site protocols, an overall study management plan should be provided.

Relevant Literature
NOTE: Retain a copy of the complete Initial Review Application packet for your records.
