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Introduction

A Claim of Exemption application is submitted for research involving human subjects, including data or tissues derived from humans, when the investigator believes the research may be exempt from the federal regulations at 45 CFR 46 and continuing IRB oversight. To be eligible for an exemption determination, activities involving human subjects must be limited to one or more of the categories for exemption at 45 CFR 46.101(b) [38 CFR 16.102(b)].  A proposal is not eligible for a claim of exemption if the research is greater than minimal risk, FDA regulated (except for category 6) or involves prisoners.   

If at any time in the process of completing the exemption application, you determine that the research does not meet the requirements for exemption, please STOP and use:

1). the Determination of Whether an Activity Represents Human Subjects Research form if the research does not represent Human Subject Research, or

2). the initial Social and Behavioral Sciences or Health and Biological Sciences Application form if the research requires expedited or convened (full) IRB review.     

Note:  Research may not begin; including initiating recruitment, voluntary informed consent, or collecting data on potential subjects, until you receive a written letter from OPRS approving the claim of exemption.

Investigator Education in Human Subjects Protections:

Claim of Exemption submissions will not be accepted by OPRS for review if the Principal Investigator (PI) and/or Faculty Sponsor (when a student, fellow or resident is the PI) has not completed the required initial or continuing education in Human Subject Protections.  All UIC investigators and other key research personnel must complete initial and continuing education requirements in human subject protections.  Please refer to the OPRS website for the training requirements - http://tigger.uic.edu/depts/ovcr/research/protocolreview/irb/education/index.shtml.

Research Protocol:
The protocol represents the key study document for describing the objectives, research plan, methodology, data analysis and measures to protect human subjects for the proposed research.  It also represents the primary documentation of the proposal for the purpose of OPRS/IRB review.  A research protocol should accompany the Claim of Exemption application.. 

The protocol is a separate document from the research grant, grant sub-contract, or contract proposal (scope of work).  This policy reflects Federal guidance (OHRP Guidance on Written IRB Procedures, January 15, 2007).  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, 

Although the format and terminology may differ among disciplines, the protocol should contain the following:

1. Title, version number and data

2. Specific Aims 

3. Background and Significance

4. Methodology

a. Research Design

b. Eligibility Criteria: describe participant population

c. Justification for inclusion of any vulnerable populations

d. Subject Recruitment and Selection: describe from where and how the subjects (or existing records or biological specimens) will be identified and recruited, 

e. Procedures; describe activities involving participants, indicate time necessary to complete any procedures/data collection instruments, frequency of administration, and settings where they will be administered, attach copies of any surveys, questionnaires, interview questions/script, tests, data collection sheets

f. Data Analysis Plan: describe outcome measures, how data will be analyzed. 

g. Data management: when relevant, address measures of privacy protection, whether data will be identifiable, procedures for de-identifying or coding data, measures for securing and storing information, time table for retaining identifiers and research data.             

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

6. Relevant Literature

The protocol should be revised as needed to be current with the research as it is actually being conducted. Any changes to the research should be submitted as amendments to the OPRS/IRB.
Determining review level and submission type:
Please see the OPRS Getting Started Page at http://tigger.uic.edu/depts/ovcr/research/protocolreview/irb/getting_started3.shtml
Section II: Personnel

Complete the requested information for the Principal Investigator. If the research has a faculty sponsor, complete that section. All other personnel actively participating in the research should be noted on Appendix P.
Section III: Research Funding
Section III of the application should be completed to identify the source of funding, or lack of funding, for the research.

For research covered by a grant, please attach copies of the entire grant application, including the signature page and budget, which was submitted to the funding agency. 

For research covered by a grant sub-contract to UIC, please provide the relevant portions of the applicable grant (i.e. cover page, portions of grant pertaining to the research conducted at UIC, the signature page).

This information is needed to allow the institution to meet federal regulations by matching the IRB approved research to the grant application and ensuring consistency between the two. ORS will not release funding to the investigator until they have received notification from OPRS that these requirements have been met.
Section IV: Conflict of Interest 

Self explanatory
Section V: Performance Sites

Definition of a Performance Site:  A performance site is a location at which the investigator conducts the research.   UIC is considered the lead research site when the research is performed at other sites using a UIC-initiated research protocol or grant, or under a sub-contract to UIC. Performance sites may be engaged or non-engaged. Refer to the instructions on Appendix K for further information regarding performance sites.

UIC may be an engaged performance site for another institution that receives federal funding. When UIC is conducting the research as an engaged performance site for a federal grant that originates elsewhere, the originating grant holder’s institution must be listed as a performance site for UIC and the PI of the grant must be listed as a co-investigator on the UIC application. Additionally, the UIC IRB must review the portion of the grant that supports the research at UIC.
Complete the information regarding performance sites for the research. Additional information distinguishing engaged and non-engaged performance sites can be found in the UIC Human Subject Protection Program Manual at http://tigger.uic.edu/depts/ovcr/research/protocolreview/irb/policies/Manual.pdf and in OHRP guidance at http://www.hhs.gov/ohrp/humansubjects/assurance/engage.htm. 

Section VI: Exemption Category Claimed

Identify the category or categories that apply to the research that will be conducted. More than one category may apply, depending upon the design and scope of the research. Some categories may not allow FDA regulated research or limit activities that may involve children.  These have been clearly noted in the application. Check the statements under each category that are true.  If any of the asterisked statements for a category are not true for your proposal, the research does not meet that exemption category.  If your research involves procedures beyond the scope of the 6 exemption categories, then please STOP and use the application form for initial IRB review (either the Social and Behavioral Sciences Application Form or the Health and Biological Sciences Application Form).
Section VII: Protocol Information 
Attach copy of project or research protocol.  

Subjects: Indicate the number of participants (if research involves the use of pre-existing data or biological specimens, this number should include the number of participants from whom this material is derived), age range, and which classes of vulnerable subjects are being targeted by the research.  Populations whose enrollment would be incidental should not be checked.  

Recruitment: Indicate whether or not subjects will be directly recruited for the research. If yes, provide some information regarding how the subjects will be identified or recruited, how and where the subjects initial contact will be made for recruitment, and whom will make that initial contact,

Indicate whether or not recruitment materials will be used for the research. Indicate the type of recruitment item that will be used. Copies of any recruitment materials should be submitted with the application.
Use of Existing Materials:  Complete this section if the research involves the use of existing data, documents, records, or biological samples.  Describe the source of the existing materials (if the source of the existing materials is outside of your normal scope of access or you are outside the Covered Entity, attach supporting documentation such as letter of agreement, limited data use agreement) and dates material was originally collected (the most recent date should precede the submission of this proposal).  
Indicate by checking the appropriate box how the data and/or biological specimens are identified when they are made available to the research team.  If direct or indirect identifiers are present, the research protocol must be state that they will be removed from any specimens and/or not recorded in the research record for the research to qualify for exemption.  

Privacy and Confidentiality: self explanatory
UIC policy requires that adequate provisions exist, when applicable, for protecting the privacy interests of subjects and maintaining the confidentiality of their data.

If data will be recorded by audiotape or videotape, indicate this and describe measures to protect the privacy of the participants and maintain the confidentiality of their responses.  Complete and submit VA Form 10-3203, Consent for the Use of Pictures and/or Voice, if the research involves subjects at JBVAMC.

If information is to be recorded in such a manner that subjects can be identified, directly or through identifiers (responses, demographics, codes) linked to the subjects, describe how confidentiality of data will be maintained (i.e., how will data be recorded, stored and secured? who will have access to data? ). Describe where and for how long the data will be maintained.

Informed Consent

Although exempt research is not subject to the federal regulations at 45CFR46 (or 38CFR16), UIC policy requires all research involving human subjects, including exempt research, to be performed responsibly and in accordance with the ethical guidelines of the Belmont Report. If interactions, intervention or other contact will occur with participants, the IRB/OPRS expects investigators to provide the participants with information about the research protocol and to obtain their voluntary informed consent to the participate in the research. Obtaining informed consent is not expected with the use of existing materials or other activities where no contact with the participants will occur.  

An appropriate consent document may include an information sheet, oral informed consent script, survey cover letter or a letter to subjects). The following information should be provided, when possible, to potential research subjects participating in exempt studies:

a. That the activity involves research

b. name, affiliation and contact information for investigator,

c. the  purpose of the research,

d. a description of the procedures,

e. measures to protect the privacy of subjects and the confidentiality of the research information,

f. description of any reasonable foreseeable risks, as well as anticipated benefits,

g. statement that participation is voluntary, 

h. statement that the researcher is available to answer any questions. 

Because exempt research is minimal risk and when the primary risks involve privacy and confidentiality, written documentation of informed consent (i.e., particpant’s signature) is generally not required by the IRB/OPRS. 
Section VIII.  REQUEST FOR WAIVER OF HIPAA AUTHORIZATION

This section should be completed when you are submitting a claim for exemption category 4 and the research involves the retrospective analysis of medical records. Research involving the retrospective analysis of medical records qualifies for exemption category 4 when the information extracted from the chart and recorded in the research record does not contain any identifiers, including most of the 18 HIPAA elements ((dates of service and geographic codes less specific than street address are allowable), codes derived from the any of the HIPAA elements or codes linked to identifiers. However, as looking at medical records is considered accessing PHI regardless of whether identifiers are being recorded, the investigator must receive a waiver of HIPAA authorization from the IRB to proceed with the research.
Submission Materials
Use the following checklist to ensure that you have provided all of the items required for review of your Claim of Exemption Application (please submit one (1) signed original and one (1) identical copy in the following order):
 FORMCHECKBOX 
 Research Protocol (with version number and date)

 FORMCHECKBOX 
 Claim of Exemption Application (all pertinent questions have been answered).

 FORMCHECKBOX 
 Appropriate departmental signatures (and signature of faculty sponsor, if PI is a student, fellow, or resident).

 FORMCHECKBOX 
 Copies of any federal Grant or Grant sub-contract

 FORMCHECKBOX 
  Appendices (e.g., I, K, P)

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

 FORMCHECKBOX 
 Copies of all proposed recruitment materials (advertisements/flyers)

 FORMCHECKBOX 
 Copies of all informed consent documents or verbal scripts.

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

NOTE: Retain a copy of the complete Claim of Exemption Application packet for your records.
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