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1.
PURPOSE
This policy describes the research that does not require IRB review, outlines the process for determination of exemption and identifies documents that must be submitted to the IRB in order to make a determination of exempt status.
2.   POLICY

All research involving the collection of data, about living individuals through intervention or interaction with those living individuals or by collection of those individuals’ private identifiable information, shall be reviewed by the IRB.  

Certain research activities may be exempt from IRB review.  Determination of exemption must be based on regulatory and institutional criteria and documented.  Exempt research activities must meet one or more of the categories listed below.  The Avera IRB requires review of human research activities appearing to meet these exempt criteria as to ensure regulatory compliance.  Research protocols qualifying for exempt review are reviewed administratively by the IRB Chair or his/her designee.  Following an initial IRB determination of exempt status, exempt research activities are not subject to annual renewal requirements.
Examples of research that may be considered exempt include: Surveys involving nursing perceptions of activities, evaluations of testing or training techniques, evaluation of de-identified data.
When a research project is reviewed under exempt criteria, the reviewer shall take into consideration the level of risk involved, as well as ethical concerns that may pose potential harm to a participant.  If the reviewer finds that the ethical issues pose more than a minimal risk to the participant but the type of research falls within the exempt criteria, the reviewer shall determine whether the project will be reviewed either as expedited or by the convened IRB.
Specific Policies

A.
Exempt Research Activities

Per Federal Regulations (45 CFR 46.101b) research activities in which the only involvement of human subjects will be in one or more of the following categories are exempt from IRB review:

1.  Research conducted in established or commonly accepted educational settings, involving normal educational practices, such as:

a.  
Research on regular and special education instructional strategies;
b.  
Research on the effectiveness of or the comparison among instructional techniques, curricula, or classroom management methods.

2.  Research involving the use of educational tests (cognitive, diagnostic, aptitude, achievement), survey procedures, interview procedures or observation of public behavior, unless:

a.  
Information obtained is recorded in such a manner that human subjects can be identified, directly or through identifiers linked to the subjects; and 

b. 
Any disclosure of the human subjects' responses outside the research could reasonably place the subjects at risk of criminal or civil liability or be damaging to the subjects' financial standing, employability, or reputation. 

3.  Research involving the use of educational tests (cognitive, diagnostic, aptitude, achievement), survey procedures, interview procedures, or observation of public behavior is not exempt, if:

a.
The human subjects are elected or appointed public officials or candidates for public office; or

b.
Federal statute(s) require(s) without exception that the confidentiality of the personally identifiable information will be maintained throughout the research and thereafter.

4.  Research involving the collection or study of existing data, 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.

5.  Research and demonstration projects which are conducted by or subject to the approval of Department or Agency heads, and which are designed to study, evaluate, or otherwise examine:

a.
Public benefit or service programs;

b.
Procedures for obtaining benefits or services under those programs;

c.
Possible changes in or alternatives to those programs or procedures; or 

d.
Possible changes in methods or levels of payment for benefits or services  under those programs.

6.  Taste and food quality evaluation and consumer acceptance studies: 

a.
If wholesome foods without additives are consumed, or 

b.
If a food is consumed that contains a food ingredient at or below the level and for a use found to be safe, or agricultural chemical or environmental contaminant at or below the level found to be safe, by the FDA or approved by the Environmental Protection Agency or the Food Safety and Inspection Service of the U.S. Department of Agriculture.

3.
PROCEDURE
This procedure provides guidance in accordance with regulations to review and approve human participant research in an exempt category.

A. Investigator Responsibilities

1. The PI makes a preliminary determination that a protocol is eligible for exempt review based on an assessment of the protocol establishing that it falls into one or more of the categories specified in the federal regulations. The IRB makes the final determination regarding whether a protocol is eligible for exemption.

2. Submit an  request for Exempt Status; Protocol exemption from IRB review.
3. Submit a copy of the protocol, or a letter explaining how the research will be done.  Identifying at a minimum:

a. Study aim (what is to be accomplished?)

b. Background and significance (prior findings, why should this study be done)?

c. Inclusion/exclusion criteria

d. How will data be analyzed?

4. Submit any attachments: questionnaires, screening instruments, recruitment materials, and data collection tools as appropriate.

5. The investigator is responsible for assuring that the exempt research is carried out in an ethical manner that includes participant protections (ex. Confidentiality)
6. Once the exempt study has been completed provide the IRB with a Final Report and any findings to allow for closure of the study.

B. IRB Responsibilities

1. The IRB chair or his/her designee will administratively review the entire study to preliminarily screen the protocol to determine if the study meets criteria for exemption, as described at 45 CFR 46.101(b) and does not include prisoner participants, sensitive survey questions, or FDA-regulated test articles.
2. The reviewer ensures that the research meets ethical principles and standards for protecting research subjects.

3. If the study qualifies for exempt status the specific category of exemption will be noted in the IRB database.
4. When the IRB has certified a research study as exempt, the IRB does not require continuing review. The exemption approval is in effect for a three-year period. Prior to the end of the three year period the IRB will contact the PI requesting a study status update.  The status report includes request for;

a. If any changes to the study have been made (with appropriate reporting to the IRB).

b. If the study has begun or is ongoing or 

c. If the study has been completed and the date of study completion

5. All submission documents and a copy of the Exemption approval letter will be maintained in the appropriate IRB protocol file.

4.  SCOPE

These policies and procedures apply to Investigator claims for exemption from IRB review.

5.  RESPONSIBILITY

IRB Manager (or equivalent) is responsible for evaluating submissions that may be exempt from IRB review.

IRB Chair (or designee) is responsible for providing consultation in the review of submissions that may be exempt from IRB review.

6.  APPLICABLE REGULATIONS AND GUIDELINES

45 CFR 46.101

21 CFR 56. 104, 105

7.  REFERENCES TO OTHER APPLICABLE SOPs

This SOP affects all other SOPs
RR 401 Expedited Review
8.  ATTACHMENTS

Request for Exempt Status; Protocol exemption from IRB review.

Exempt Reviewers Checklist

Exempt study Status Report

9.  PROCEDURES EMPLOYED TO IMPLEMENT THIS POLICY

	Who 
	Task
	Tool

	IRB Manager
	Maintain and make available submission information regarding research that is exempt from IRB review.
	 request for Exempt Status; Protocol exemption from IRB review

	IRB Manager


	Review submissions that may be exempt from IRB review, confirm by exemption letter and file.  
	

	IRB Manager
	Prepare letter of exemption from IRB review.  Letter to include citation of Code of Federal Regulations that qualifies study for exemption
	45 CFR 46.101

21 CFR 56.104

	IRB Chair
	Provide guidance to IRB Manager on submissions that may be exempt from IRB review as needed and requested.
	

	IRB Manager
	Report to Board exemptions granted
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