University of Idaho

HUMAN SUBJECT REVIEW SUMMARY FORM

Introduction

Any research involving human participants (subjects) conducted by faculty, students or staff of the University of Idaho must be reviewed and approved by the Institutional Review Board .

There are two categories of research involving human subjects:  Exempt and Non-Exempt.  Regardless of the category, a proposal must be submitted to the Institutional Review Board and approved before research can begin.  If the proposal is approved as non-exempt, this approval is valid for one year.  Projects may be renewed annually for a total of three years.

A. Categories of Review

To determine whether a research project must be submitted for review by the Institutional Review Board, and if so, under which category of review, please follow the instructions below:

ANSWER THE FOLLOWING QUESTIONS

1. Does the project involve research or data collection using human subjects (either alive or dead), including any of the following kinds of activities: experiments, tissue samples, drug administration, surveys, questionnaires, interviews, archival analysis / data mining, or observation of behavior?

If YES
(
Go to Question 2



If NO
(
A review by the IRB is not required.

2. Does the project qualify for exemption from federal regulations for the protection of human subjects?  Pages 2 & 3 of this form list the conditions that must be met for a project to be considered exempt.

           YES 
(
Fill out only Human Subject Review Form 1:  “Exempt” Category.

NO
(
Fill out Human Subject Review Form 2: “Non-exempt” category.

Note: All researchers participating in human subject's research are now required to take the online course produced by the National Institutes of Health http://phrp.nihtraining.com/users/login.php
Copies of certificates of completion will be required before projects will be approved.
B.  Explanation of Exemptions

To determine whether your project is exempt or not, read the following six statements.  Highlight the appropriate category.

RESEARCH QUALIFYING FOR EXEMPTION FROM FEDERAL REGULATIONS

 FOR THE PROTECTION OF HUMAN SUBJECTS

(Quoted from the Code of Federal Regulations, Title 45, Part 46.101)

1. Research conducted in established or commonly accepted educational settings, involving normal educational practices, such as (i) research on regular and special education instructional strategies, or (ii) research on the effectiveness of or on the comparison among instructional techniques, curricula, or classroom management methods.  (For example:  Testing the effectiveness of two different approaches to teaching a mathematical concept in a classroom setting would qualify for exemption under this category or, evaluating a departmental program).

2. Research involving the use of educational tests (cognitive, diagnostic, aptitude, achievement), survey procedures, interview procedures or observation of public behavior,
UNLESS (i) information obtained is recorded in such a manner that the human subjects can be identified,                 
                         directly or indirectly through identifiers linked to the subjects; 

AND        (ii) any disclosure of the subject's responses outside the research could reasonably place the subject 

                    at risk of criminal or civil liability, or be damaging to the subject’s financial standing, employability,         

                    or reputation.

3. Research involving the use of educational tests (cognitive, diagnostic, achievement), survey procedures, interview procedures or observation of public behavior that is not exempt under paragraph 2 of this section,

IF        (i) the human subjects are elected or appointed public officials or candidates for public office;

      OR      (ii) federal statute(s) require(s) without exception that confidentiality of personally identifiable 

                     information be maintained throughout the research and thereafter.

· This is an extension of category 2.  Participants who are public officials or candidates for public office may qualify for exempt status.  In addition, questionnaires, surveys, interviews, etc., may also be exempt.  However, the Institutional Review Board must make this distinction.

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: 

(i) public benefit or service programs; 

(ii) procedures for obtaining benefits or services under those programs; 

(iii) possible changes in or alternatives to those programs or procedures; or 

(iv) possible changes in methods or levels of payment for benefits or services under those programs.

· For example, research contracted by the State Department of Health and Human Services to determine the level of access for Medicare patients to primary care would qualify for exempt status.

6. Taste and food quality evaluation and consumer acceptance studies, if, 

(i) if wholesome foods without additives are consumed or, 

(ii) if a food is consumed that contains a food ingredient at or below the level of and for a use found to be safe,    

    by the Food and Drug Administration or approved by the Environmental Protection Agency or the Food  

   Safety and Inspection Service of the U.S. Department of Agriculture.

For example, comparing two brands of peanut butter, or two brands of cola.

Summary

Identify the previous categories which may be considered:   ________,   ________   _________

If NONE are highlighted, then the project DOES NOT qualify for exempt status and you must fill out Form 2: Non-exempt.

If you highlighted any of categories (1 through 6) fill out Form 1: Exempt, otherwise fill out Form 2:  Non-Exempt.
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