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Applicable Facilities

This procedure applies to Mayo Clinic Rochester, Rochester Methodist Hospital, Saint Marys Hospital, Mayo Clinic Arizona, Mayo Clinic Jacksonville, Mayo Clinic Florida d/b/a/ Mayo Clinic Hospital, Gold Cross Ambulance Service, and MFMER d/b/a/ Air Medical Transport; and for other sites for which the Mayo Clinic Institutional Review Board (IRB) serves as the IRB of record.

Top of Form

Purpose

To describe the research that does not require IRB review under 45 CFR 46.101 and 21 CFR 56.104 and outline the process for determination of exemption.
Scope

This procedure applies to initial review and modifications to research.
Key Terms

Research: A systematic investigation, including research development, testing and evaluation, designed to develop or contribute to generalizable knowledge.

Human subject: A living individual about whom an Investigator (whether professional or student) conducting research obtains data through intervention or interaction with an individual or with his/her identifiable private information or an individual who is or becomes a participant in research, either as a recipient of the test article or as a control.
Intervention: Physical procedures by which data are gathered (for example, venipuncture) and manipulations of the subject or the subject's environment that are performed for research purposes.

Interaction: Includes communication or interpersonal contact with a subject or their private identifiable information.

Private information: Includes information about behavior that occurs in a context in which an individual can reasonably expect that no observation or recording is taking place. It includes information which has been provided for specific purposes by an individual and the individual can reasonably expect will not be made public (e.g., a medical record). Private information must be individually identifiable in order to be considered information to constitute research involving human subjects. This may include identifiable private information obtained from a primary subject about a third party.
Test article: Any drug (including a biological product for human use), medical device for human use, human food additive, color additive, electronic product, or any other article subject to FDA regulation.

De-identified Data: Private information or specimens are considered de-identified when they cannot be linked to specific individuals by the Investigator(s) either directly or indirectly through coding systems. 

Coded Information / Data: Identifying information that would enable the Investigator to readily ascertain the identity of the individual to whom the private information or specimens pertain has been replaced with a number, letter, symbol, or combination thereof; and a key to decipher the code exists, enabling linkage of the identifying information to the private information or specimens.

Procedure

Determination of Exemption
Procedure Statements

I.  General Description
Research activity in which the only involvement of human subjects will be in one or more specific categories described in IRB policy III.C, may be exempt from IRB review. Determination of exemption must be based on regulatory and institutional criteria. All research that has been determined to be exempt by the IRB may still be subject to other applicable Mayo Clinic institutional policies and procedures. Exempt research activities are subject to the same subject protections and ethical standards as outlined in the Belmont Report.  
II. Responsibility for Review and Determination

Determination of exempt status is generally performed by an IRB Specialist based on demonstrated knowledge and application of research ethics in human subject protections of at least one year. However, the IRB Chairs, designated IRB members, Directors, and Administrators may review requests of exemption submitted by Investigators. 

III. Exemption Review Process

A. The Investigator submits an application for IRB review and makes a preliminary assessment that a proposal is eligible for exemption based on the criteria set forth in IRB policy III.C. The final authority to determine actual status rests with the IRB. 
B. Once the application form is completed by the Investigator, the reviewer screens the application to determine both the applicability of exempt status and the criteria under which that status is met. 
C. The reviewer also screens for Health Insurance Portability and Accountability Act (HIPAA) Privacy Rule compliance.

D. Prior to determination, the Investigator may be contacted by the reviewer soliciting additional information or advising the Investigator of the need for revision of the protocol or supporting materials in order to meet exempt status. 
E. The research may not begin until the exempt status is officially confirmed. Research that does not meet exempt criteria may be referred back to the Investigator with a request for other appropriate application forms.
F. When a study has been determined exempt from IRB review, continuing annual review is not required. 
IV. Determinations
The reviewer will make one of the following determinations:

DETERMINATION OF EXEMPTION: The reviewer determines that the application qualifies under one or more of the exemption categories; the application is determined exempt from IRB review with no changes required. The exemption category(ies) is documented in IRBe and the Investigator receives an electronic notification that their application has been determined exempt from IRB review. 

REVISIONS AND/OR ADDITIONAL INFORMATION REQUIRED: The reviewer will communicate requests for additional information to the Investigator via IRBe notification or telephone. Upon receipt of the additional information, the reviewer determines whether the research activities qualify under one or more of the exemption categories.

IRB REVIEW REQUIRED: If the reviewer determines that the application does not qualify for exemption from IRB review, the reviewer will notify the Investigator that the request for exemption from IRB review has been denied. The reviewer will ask the Investigator to revise the application and resubmit to the IRB. The decision will be made in consultation with the appropriate Director and/or Chair for the IRB that will be responsible for the review of the application.

NOT RESEARCH WITH HUMAN SUBJECTS: If a reviewer determines that the application does not meet the definition of "research" and/or does not involve "human subjects", the reviewer will notify the Investigator via electronic notification that the application does not require Determination of Exemption or IRB Review.

V. Documentation of Review 

Documentation of the review, action taken by the reviewer and the permissible exempt category citation(s) are documented in IRBe. 

IRB Committee members are notified of determinations issued since the last meeting by a listing provided on each meeting agenda. This information is also included in the meeting minute history. Any member can request to review the entire IRB file for an exempt study.

VI. Modifications to an Exempt Application
All modifications to an application that has been determined exempt from IRB review must be submitted to the IRB for prospective review and determination of exemption prior to implementation. In some circumstances, changes to the research may disqualify the application from exempt status.
Related Documents

IRB policy III.C
45 CFR 46.101(b)
21 CFR 56.104(d)
21 CFR 56.104(c)
Belmont Report
References:
• OHRP, Exempt Research and Research That May Undergo Expedited Review: http://www.hhs.gov/ohrp/humansubjects/guidance/hsdc95-02.htm
• OHRP, Exemption for Research and Demonstration Projects on Public Benefit and Service Programs: http://www.hhs.gov/ohrp/humansubjects/guidance/exmptpb.htm
• OHRP, Guidance on Research Involving Coded Private Information or Biological Specimens: http://www.dhhs.gov/ohrp/humansubjects/guidance/cdebiol.htm
• AAHRPP, Written Policies and Procedures for Exempt Studies AAHRPP Element I.3.D 
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