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OFFICE FOR PROTECTION OF RESEARCH SUBJECTS

B14 Administrative Office Building, 1737 W. Polk St., M/C 672
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INSTRUCTIONS




This Claim of Exemption packet is to be used by investigators who wish to determine whether their research protocols involving human subjects is exempt from the federal regulations for the protection of human subjects [HHS regulations 45 CFR 46.101(b)].

If you believe that your human subjects research protocols may be exempt under the regulations, read the instructions, pages (i) through (iv) of this packet.

If at any time in this reading process it becomes clear to you that your human subjects research protocol does not meet the requirements for exemption, STOP and use the Expedited/Full IRB application form appropriate to your area of research (health and biological sciences or social and behavioral sciences).

If, after reading the instruction pages, your human subject research protocol does meet the requirements for exemption

1.
Tear off pages (i) through (iv)

2.
Complete the Claim of Exemption form (pages 1 through 7 of this packet), and

3.
Submit pages 1 through 7 to OPRS for review and verification of the exempt status of your research protocol. 

Remember:  You may not start your research until you receive a written letter from OPRS confirming that the research meets exemption criteria.  The letter will also outline UIC’s policies and your responsibilities when conducting research under exemption.

Does your research protocol involve human subjects in any way other than the following?

· 
Research conducted in established or commonly accepted educational settings, involving normal educational practices. This category may include children.

· 
Research involving the use of educational tests (cognitive, diagnostic, aptitude, achievement), survey procedures, interview procedures, or observation of public behavior for which subjects can not be identified directly or through coded identifiers, or, if they can be identified, release of the information would not be harmful1 to the subject.

a. 
Research involving the use of educational tests (cognitive, diagnostic, aptitude, achievement) for which subjects can not be identified, or release of the information would not be harmful to the subject.  This category may include children.

b. 
Research involving the use of survey procedures or interview procedures or observation  of public behavior for which subjects can not be identified, or release of the information would not be harmful to the subject. This category may not include children.

c. 
Survey or interview of public or elected officials. Testing of public officials.

d. 
Research involving the collection or study of existing data2, documents, records, pathological specimens, or diagnostic specimens, if these sources are publicly available or if the information is recorded by the investigator in such a manner that subjects cannot be identified, directly or through identifiers linked to the subjects. This category  may include children.

e. 
Research and demonstration projects that are conducted by or subject to the approval of  Department or Agency heads, and which are designed to study or evaluate public benefits or services. (e.g. evaluation of public benefits programs: Medicare, Public Assistance).   This category refers to projects under Federal Department or Agency Heads. This category may include children.

f. 
Taste and food quality evaluation and consumer acceptance studies.   This category may  include children.

If your research involves ONLY one or more of the activities listed above and NO OTHER, please proceed to the next page of this packet (Exemption Screening Questions).

1Harm to subjects means that any disclosure of the human subjects’ responses outside the research could reasonably place the subjects at risk of criminal or civil liability or can be damaging to subjects’ financial standing, employability, or reputation.

2Existing data means the items exist before the research was proposed or was collected prior to the research for a purpose other than the proposed research. (For purposes of an HHS grant, this refers to data collected prior to the time the research was proposed.)

EXEMPTION SCREENING QUESTIONS

If, during your reading of the following questions, you answer YES to any of the questions under A through C below, then STOP and use the Expedited/Full Application Form appropriate to your area of research (biological and health sciences or social and behavioral sciences).
If, during your reading of the following questions, you would answer NO to all questions under A through C below, continue to complete this claim of exemption packet.

A.
For research involving special populations, interventions or manipulations
1.
Does your research involve pregnant women, fetuses, or prisoners?

2.
Does your research involve using survey or interview procedures with children?

3.
Does your research involve the observation of children in settings where the investigator(s) will participate in the activities being observed?

B.
For research using survey procedures, interview procedures, observational procedures and questionnaires (Note: exemption is not allowed in surveys or interviews with children)

1.
If data are to be recorded by audiotape or videotape is there potential harm1 to subjects if the information is revealed or disclosed?

2.
If the subjects are to be identifiable either by name or through demographic data, is there potential harm to participants if the information is revealed?

3.
Will collection include sensitive data (e.g. illegal activities, or sensitive themes such as sexual orientation, sexual behavior, undesirable work behavior, or other data that may be painful or very embarrassing to reveal, such as death of a family member, memories of physical abuse?

C.
For research using existing or archived data2, documents, records, or specimens only
1.
Will any data, documents, records or specimens be collected from subjects after the submission of this application?

2.
If the data, documents, records, or specimens are originally labeled in such a manner that subjects can be identified, directly or indirectly through identifying links, is the investigator recording the data in such a manner that subjects can be identified, directly or indirectly through identifying links (i.e., demographic information that might reasonable lead to the identification of individual subjects – name, phone number; or any code number that can be used to link the investigator’s data  to the source record – medical record number or hospital admission number?

1Harm to subjects means that any disclosure of the human subjects’ responses outside the research could reasonably place the subjects at risk of criminal or civil liability or can be damaging to the  subjects’ financial standing, employability, or reputation.

2Existing data means the items exist before the research was proposed or was collected prior to the research for a purpose other than the proposed research.

EACH CLAIM OF EXEMPTION MUST BE PRIORITIZED BY THE INVESTIGATOR’S COLLEGE.

If your research protocol WAS reviewed prior to August 27, 1999, submit:

(1) 
Claim of Exemption
(2) 
Copy of the Exemption Verification Letter from the OPRS with the research protocol number
(3) 
Research Protocol
(4) 
All questionnaires, survey instruments, interview questions, and /or data collection instruments
(5) 
Grant Proposal (if any)
If your research protocol WAS NOT reviewed prior to August 27, 1999, submit:

· 
Claim of Exemption
· 
Departmental Review Committee form (Appendix F)
· 
Research Protocol
· 
All questionnaires, survey instruments, interview questions, and /or data collection instruments
· 
Grant proposal (if any)
The following checklist will help you ensure that your claim of exemption is complete.

1.
If your research protocol was reviewed prior to August 27, 1999, all questions on the form have been completed and the exemption verification letter is included.

2. 
If your research protocol was NOT reviewed prior to August 27, 1999, all questions on the form have been completed and the Departmental Review Committee form is included.

3. 
All supporting documents have been attached, including:

· 
Claim of Exemption
· 
Copy of the Exemption Verification Letter from OPRS, with the research protocol number (if applicable)
· 
Departmental Review Committee form (Appendix F), if applicable
· 
Research protocol
· 
All questionnaires, survey instruments, interview questions, discussion guides and/or data collection instruments
4.
Appropriate departmental signatures and signature of academic advisor for student research have been obtained.

5.
The investigator has a copy of this claim of exemption for the investigators’ records.

1. 
Three identical copies of the claim of exemption are required, collated in the following order:

· 
Claim of Exemption
· 
Copy of the Exemption Verification Letter from OPRS, with the previous research protocol number
· 
Research protocol
· 
All questionnaires, survey instruments, interview questions, and /or data collection instruments
· 
Research proposal/protocol that was submitted for funding, if any
REMEMBER
Detach pages i through iv of this packet prior to submission of three copies.

All applications must be typewritten.

Completed Claim of Exemption forms must have a priority number assigned by your college prior to submission to OPRS.

Incomplete applications will be returned to the investigator.

If you have questions, call the OPRS office at (312) 996-1711.
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Date of IRB Review:
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PROJECT TITLE



PRINCIPAL INVESTIGATOR

Name (Last, First)
Degree(s)
University Status
Campus Phone Number






Department
Campus Mailing Address
Mail Code
E-mail Address






List all co-investigators below, including those from other institutions

CO-INVESTIGATOR or
    


FACULTY SPONSOR
    


Name (Last, First)      
Degree(s)
University Status
Campus Phone Number






Department
Campus Mailing Address
Mail Code
E-mail Address






CO-INVESTIGATOR

Name (Last, First)
Degree(s)
University Status
Campus Phone Number






Department
Campus Mailing Address
Mail Code
E-mail Address






CO-INVESTIGATOR

Name (Last, First)
Degree(s)
University Status
Campus Phone Number






Department
Campus Mailing Address
Mail Code
E-mail Address






CO-INVESTIGATOR

Name (Last, First)
Degree











(s)
University Status
Campus Phone Number






Department
Campus Mailing Address
Mail Code
E-mail Address






CO-INVESTIGATOR

Name (Last, First)
Degree











(s)
University Status
Campus Phone Number






Department
Campus Mailing Address
Mail Code
E-mail Address






FUNDING SOURCES
Check all of the appropriate boxes for funding sources for this research. Include pending funding source(s).



    
Federal

If federally funded, provide name and address of individual to whom certification of IRB approval (option form 310) should be sent:

    
Extramural - other



    
Campus Research Board (CRB)

                                                                









Name


Department
 






                                                                




Address line 1

 
Gift
 

                                                                









Address line 2

    
Commercial - company name:
                                          







                                                                

 
Other:

 
 







City, State, Zip





 



If there is or will be a supporting grant or contract, provide the following:

P.I. of Grant or Contract:


Name of Funding Source:


Grant/Contract No. (if available):


Grant/Contract or Project Title:




PERFORMANCE SITES

List all collaborating and performance sites
Provide certification or letter of IRB approval
Provide letters of cooperation or support (as appropriate)

1. 
Is West Side VA a performance site?






     Yes
     No




2.

     Attached
     Attached



     Will follow
     Will follow



     N/A
     N/A

3.

     Attached
     Attached



     Will follow
     Will follow



     N/A
     N/A

4.

     Attached
     Attached



     Will follow
     Will follow



     N/A
     N/A

If this research protocol will be carried out at any of these sites in a different manner than outlined in this claim of exemption, explain.  (Page will break automatically if text is entered below.)


INVESTIGATOR’S ASSURANCE

I certify that the information provided in this claim of exemption is complete and correct.

I understand that as Principal Investigator, I have ultimate responsibility for the protection of the rights and welfare of human subjects, conduct of the study, and the ethical performance of this research protocol.

I agree to comply with all UIC policies and procedures, as well as with all applicable federal, state, and local laws regarding the protection of human subjects in research, including, but not limited to, the following:

· 
the project will be performed by qualified personnel according to the research protocol,
· 
maintaining a copy of all questionnaires, survey instruments, interview questions, data collection instruments, and information sheets for human subjects,
· 
necessary review by the UIC IRB will be sought if changes made in the research protocol may result in the research no longer meeting the criteria for exemption.
I will complete the required educational program on ethical principles and regulatory requirements in human subjects research in a timely manner.

I have read and understand UIC policy concerning exempt protocols.


Principal Investigator
Date

FACULTY SPONSOR’S ASSURANCE

By my signature as sponsor on this research application, I certify that the student or guest investigator is knowledgeable about the regulations and policies governing research with human subjects and has sufficient training and experience to conduct this particular study in accord with the approved protocol.   In addition,

· 
I agree to meet with the principal investigator on a regular basis to monitor study progress.
· 
Should problems arise during the course of the study, I agree to be available, personally, to supervise the investigator in solving them.
· 
I assure that the principal investigator will complete the required educational program on ethical principles and regulatory requirements in human subjects research in a timely manner.
· 
If I will be unavailable, as when on sabbatical, leave or vacation, I will arrange for an alternate faculty sponsor to assume responsibility during my absence, and I will advise OPRS by letter of such arrangements.

Faculty Sponsor* (if principal investigator is a student or fellow)
Date

*The faculty sponsor must be a member of the UIC faculty.  The faculty sponsor is considered the responsible party for legal and ethical performance of the project.

DEPARTMENT/UNIT HEAD SIGNATURE

As department head, I acknowledge that this research is in keeping with the standards set by our department and I assure that the principal investigator has met all departmental requirements for review and approval of this research.


Department/Unit Head Signature
Date

Type Name of Department/Unit Head
                                                                                                        

EXEMPT CATEGORY CLAIMED

Please identify all that apply to your research (check applicable boxes).

1. 
Research conducted in established or commonly accepted educational settings, involving normal educational practices. This category may include children.


    Yes

2. 
Research involving the use of educational tests (cognitive, diagnostic, aptitude, achievement), survey procedures, interview procedures, or observation of public behavior for which subjects can not be identified directly or through coded identifiers, or, if they can be identified, release of the information would not be harmful1 to the subject.




a. 

Research involving the use of educational tests (cognitive, diagnostic, aptitude, achievement) for which subjects can not be identified, or release of the information would not be harmful to the subject.  This category may include children.


    Yes

b. 

Research involving the use of survey procedures or interview procedures or observation of public behavior for which subjects can not be identified, or release of the information would not be harmful to the subject. This category may not include children.


    Yes

1. 
Survey or interview of public or elected officials. Testing of public officials.


    Yes

2. 
Research involving the collection or study of existing data2, documents, records, pathological specimens, or diagnostic specimens, if these sources are publicly available or if the information is recorded by the investigator in such a manner that subjects cannot be identified, directly or through identifiers linked to the subjects. This category  may include children.


    Yes

3. 
Research and demonstration projects that are conducted by or subject to the approval of Department or Agency heads, and which are designed to study or evaluate public benefits or services. (e.g. evaluation of public benefits programs: Medicare, Public Assistance).  This category may include children.


    Yes

4. 
Taste and food quality evaluation and consumer acceptance studies.  This category may include children.


    Yes

If your research involves only those procedures listed in one or more of the categories above, it may be reviewed as exempt.

1Harm to subjects means that any disclosure of the human subjects’ responses outside the research could reasonably place the subjects at risk of criminal or civil liability or can be damaging to subjects’ financial standing, employability, or reputation.

2Existing data means the items exist before the research was proposed or was collected prior to the research for a purpose other than the proposed research. (For purposes of an HHS grant, this refers to data collected prior to the time the research was proposed.)

EXEMPTION SCREENING QUESTIONS
If you answer YES to any of the questions A through C below, then STOP and use the Expedited/Full Application Form appropriate to your Area of Research (biological and health sciences or social and behavioral sciences).
If you answer NO to all questions A through C below, continue to complete this claim of exemption packet.

You must complete and submit this section.

A. 
For research involving special populations, interventions or manipulations



1. 
Does your research involve pregnant women, fetuses, or prisoners?


    Yes
    No

2. 
Does your research involve using survey or interview procedures with children?


    Yes
    No

3. 
Does your research involve the observation of children in settings where the investigator(s) will participate in the activities being observed?


    Yes
    No

B. 
For research using survey procedures, interview procedures, observational procedures and questionnaires (Note: Exemption is not allowed in surveys or interviews with children.)


1. 
If data are to be recorded by audiotape or videotape is there potential harm1 to subjects if the information is revealed or disclosed?


    Yes
    No

2. 
If the subjects are to be identifiable either by name or through demographic data, is there potential harm to participants if the information is revealed?


    Yes
    No

3. 
Will collection include sensitive data (e.g. illegal activities, or sensitive themes such as sexual orientation, sexual behavior, undesirable work behavior, or other data that may be painful or very embarrassing to reveal, such as death of a family member, memories of physical abuse?


    Yes
    No

C. 
For research using existing or archived data2, documents, records, or specimens only



1. 
Will any data, documents, records or specimens be collected from subjects after the submission of this application?


    Yes
    No

2. 
If the data, documents, records, or specimens are originally labeled in such a manner that subjects can be identified, directly or indirectly through identifying links, is the investigator recording the data in such a manner that subjects can be identified, directly or indirectly through identifying links (i.e., demographic information that might reasonable lead to the identification of individual subjects – name, phone number; or any code number that can be used to link the investigator’s data  to the source record – medical record number or hospital admission number?


    Yes
    No

1Harm to subjects means that any disclosure of the human subjects’ responses outside the research could reasonably place the subjects at risk of criminal or civil liability or can be damaging to the subjects’ financial standing, employability, or reputation.

2Existing data means the items exist before the research was proposed or was collected prior to the research for a purpose other than the proposed research.

EXEMPT CATEGORY RATIONALE
Provide a rationale for each exempt category claimed for this research. Use non-technical language that can be understood by IRB members whose primary concerns are non-scientific. The information must include a brief specific description of the procedure(s) involving the human subjects in sufficient detail to demonstrate that the research protocol meets the requirements for each category of exemption claimed in this human subjects research protocol. Approximately 300 words or less.





GRANT PROPOSAL SECTION
If the research protocol is currently supported by a grant proposal, OR if support for the research protocol has been requested under a grant proposal, attach the research proposal/protocol that was sent to the agency, committee or sponsor for peer-review of scientific merit.
Include the following sections of the grant proposal:

· 
face page
· 
abstract, performance sites and key personnel
· 
biographical sketch (principal investigator only)
· 
research plan – specific aims
· 
background and significance
· 
research design and methods
· 
literature cited
· 
gender/minority inclusion
· 
collaboration/support letters where appropriate
· 
all questionnaires, survey instruments, interview questions, and /or data collection instruments






UIC Exemption Number:
_____________________________________________________________________
_______________________

Authorized Signature
Date
With the OPRS authorized signature, this project is certified exempt, unless changes are made to the protocol.
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