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Exempt Protocol Checklist

Please complete Parts A and B of the brief questionnaire below to help us determine if your research study might be exempt and if you are eligible to use this short form.
A.




Yes

No
1. My study involves prisoners.



 FORMCHECKBOX 


 FORMCHECKBOX 

2.  The information obtained in my study is recorded in such a manner that 
any of the human subjects could be identified, directly or through identifiers 
linked to the subjects; and any disclosure of the human subjects’ responses 
outside this research could reasonably place any of the subjects at risk of 
criminal or civil liability, or could be damaging or harmful to the subjects’
Yes

No
financial standing, employability, social status, or reputation.


 FORMCHECKBOX 


 FORMCHECKBOX 

NOTE:  If you answered yes to either of the above then your study is not exempt.  Please use the long form.

B.  My research only involves one or some combination of the following: 
Yes

No
1. Established or commonly  accepted educational settings and 

 FORMCHECKBOX 


 FORMCHECKBOX 

normal educational practices,
2. Educational tests, survey procedures, interview procedures, or 
 FORMCHECKBOX 


 FORMCHECKBOX 

observations of public behavior,
3. The collection or study of existing data, documents, records, or 
 FORMCHECKBOX 


 FORMCHECKBOX 

pathological or diagnostic specimens,
4. Studying, evaluating, or examining public or service programs, 
 FORMCHECKBOX 


 FORMCHECKBOX 

5. Taste and food quality evaluation or consumer acceptance

 FORMCHECKBOX 


 FORMCHECKBOX 

of products studies.
NOTE:  If you answered no for all of the items in section B, then your study is not exempt.  Please use the long form.  If you answered yes for one or more then you may complete and submit this short form.  

Instructions for Electronic Submission 

1) Email the application to Dr. Marie Nitopi at irbstjohns@stjohns.edu from your stjohns.edu email account and copy, if applicable, your faculty advisor/mentor, your department chair, your dean or their designate.

2) The IRB will print this email as the signature page of your application. 

NOTE:  Only St. John’s e-mail accounts may be used.  Principal Investigators from outside institutions who are seeking approval from the St. John’s IRB must use their institution’s e-mail account.

If applicable, please submit the following with this application: consent documents, instruments (surveys, interview questions, etc) 

If you have any questions concerning the IRB process then please contact Dr. Marie Nitopi, IRB Coordinator at irbstjohns@stjohns.edu or 718-990-1440, or contact Dr. Raymond DiGiuseppe IRB Chair, at digisuer@stjohns.edu or 718-990-1955.

OHRP Federal Wide Assurance # FWA 00009066

 For Office Use Only
NB: All Applications must be typed.                    

 Protocol # _________________

                                                                                                         Submission Date ___________
Principal Investigator:      
Email Address (required):      
Phone:       
Department:
      
Project Title:      
Co-Investigators:       
For Student Research only:

Faculty Supervisor's/Mentor Name:      
Department:      
Phone:      
Principal Investigators: By e-mailing this form and supplemental materials, you are stating the following, “I certify that all information contained in this application is accurate, that no other procedures affecting human participants will be employed in this research, and any modifications in this project that could have the potential to affect participants will be submitted to the St John’s University ‑ IRB for approval prior to use.”
Length of Study:       
Starting Date:      
Length of Participant Involvement:      
Funding Source: 
 FORMCHECKBOX 
 St. John’s University          FORMCHECKBOX 
 Fed/State/City Govt. agency:                   FORMCHECKBOX 
Other:      
Completed exempt applications are accepted and reviewed on a rolling basis. 
**This application will be returned without review if you fail to provide instruments or proof of certification to interact with human subjects. You must submit an electronic copy of IRB certification with any protocol (faculty, staff, students etc.) If you are a student or post-doctoral fellow, a copy of your faculty mentor’s IRB certificate must also be included. 







Yes

No
A copy of IRB Certification is attached



 FORMCHECKBOX 

   
  FORMCHECKBOX 

You can obtain this certification at:
 https://www.fhi360.org/sites/all/libraries/webpages/fhi-retc2/RETCTraditional/intro.html 







Yes

N/A

Faculty supervisor/mentor’s copy of IRB Certification is attached


 FORMCHECKBOX 

   
  FORMCHECKBOX 

1. Method (Check all applicable.)   

 FORMCHECKBOX 
Files
        FORMCHECKBOX 
Observation            FORMCHECKBOX 
Test             FORMCHECKBOX 
Treatment           FORMCHECKBOX 
Interview  
         
 FORMCHECKBOX 
   Questionnaire/Survey      FORMCHECKBOX 
Task           FORMCHECKBOX 
Other: Explain 
2.  Please indicate the category that best describes the present protocol:

 FORMCHECKBOX 
 Faculty-supervised undergraduate student initiated research 
 FORMCHECKBOX 
 Faculty-supervised graduate student initiated research 

 FORMCHECKBOX 
 Master’s thesis​​​​

 FORMCHECKBOX 
 Doctoral dissertation

 FORMCHECKBOX 
 Post-Doctoral fellow research 

 FORMCHECKBOX 
 Faculty/Administrator research 
 FORMCHECKBOX 
 Other (please describe):      
3. 
Provide a brief description of the proposed research in non-technical language. Include an explanation of the purpose of the research and summarize the procedures you will use with the subjects. Please include all proposed research procedures, e.g., how psychological or physiological intervention will be conducted, anticipated participant behaviors, investigator's behavior during procedure, etc. 

NB: THE BOARD WILL NOT REVIEW ANY DESCRIPTION OF THE PROTOCOL EXCEPT THE ONE YOU PROVIDE IN THIS FORM; DO NOT REFER TO AN ATTACHMENT OR ANY TYPE OF PROPOSAL.  If you attach a proposal or summary to answer this question or any other question in this form, we will return your application without review. 
        
4. 
Who are the participants you propose to involve in your protocol?  Describe them (e.g., secondary school teachers; SJU undergraduates; elderly residents of a nursing home; 4th grade math students, include age range, total number of participants, etc.): 
        
5. 
Describe the greatest risk to human subjects in your study.
        
6. 
If another institution's IRB has reviewed this research, attach documentation of its approval or indicate the status of the review. Indicate clearly the role of the SJUresearcher in any such protocol approved by other institutional IRB’s.
            
Statement of Compliance
If the Institutional Review Board approves this project, I agree to:

· Execute the research plan as described in this application protocol.

· Report to the IRB any change in the research plan that could affect the use of human participants, prior to its implementation.
· Report within 3-5 business days (of occurrence or notification by sponsor) to the IRB any problems, which arise in connection with human participants including any serious and/or unexpected adverse events.

FAILURE TO COMPLY WITH ANY OF THE ABOVE REGULATIONS MAY RESULT IN CLOSURE OF THE STUDY AND THE DESTRUCTION OF ALL DATA THAT WERE COLLECTED WHILE THE STUDY WAS OUT OF COMPLIANCE WITH IRB REGULATIONS.

Principal Investigators (and Co-Investigators if applicable): By e-mailing this form and supplemental materials you are stating the following, “I hereby assure compliance to the above and acknowledge responsibility for all activities and investigators involved in this project.”
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