(For committee Use only) Research file Number # ________________

Request for Exemption from Review of Research to the  

Institutional Review Board for Research Involving Human Subjects

Northwest Missouri State University
Attention: Form must be typed.  Hand written forms will not be accepted.
1. Name of Investigator (s) 

2. Campus Address             

3. E-Mail                             

4. Campus Phone              

5. University Department  

6. Advisors Name and Address (if applicable) 

PROJECT TITLE:

Summary of the Project

______________________________________________________________________________________


Using Categories under Instructions for Investigators (See page three of this form), list the category of exempt research activity that applies to your project.  Read each category carefully, if your research does not fit under a category listed, you must submit your proposal to the expedited or full review process of the Human subjects committee.

Remember that:

· Studies that involve minors and utilize survey or interview procedures are not eligible for exemption.  

· Studies that involve the observation of minors are eligible for exemption only if the researcher does not participate in or manipulate the activity being observed.

Category _______

Describe the nature of involvement of human subjects (personal Interview, questionnaire, educational tests, etc.) AND the reason you believe this is an exempt project (see page 3). 

· If using Category 1, be sure to explain how your project relates to instructional techniques, curricula, or classroom management methods.

· If using Category 4, be sure to explain how you have access to a preexisting data base and how the data will be managed throughout the project.

Exemption Criteria (circle the response)

If your project uses a questionnaire or structured interview, attach a copy of the forms to this application.




Attachment?





Yes
No
Are all questionnaires prefaced with voluntariness and confidentiality issues written into questionnaire or verbally given to subject? (See section III of the Instructions for Investigators)? 
 

Yes
No
Are privacy concerns and confidentiality procedures outlined for subjects in a written or verbal form (if verbal, enclose a copy of the script).   


 



Yes
No

If students or other vulnerable parties have a relationship with the researcher (e.g. professor/student), are steps taken by the researcher to avoid coercion (e.g. primary researcher has an assistant gather data).    Yes
  No
Age and number of subjects (See section III of the Instructions for Investigators)

(If subjects are children under age 18 and the researcher is an agent outside the education system, research cannot be considered exempt and either expedited or full review is mandated by law). 

Adults (age 18 and Over)
Yes

No

Number

Minors (under age 18)
Yes

No

Number

If  you are using minors, are you functioning in the role of teacher for these subjects
    Yes        No

Signature of the Investigator __________________________________________

Advisor (if applicable) _______________________________________________

Department Chair ___________________________________________________

Dean of  College ____________________________________________________

Section II

INSTRUCTIONS FOR INVESTIGATORS
REQUESTING AN EXEMPTION FROM REVIEW BY

THE INSTITUTIONAL REVIEW BOARD

FOR RESEARCH INVOLVING HUMAN SUBJECTS

I. Federal and University Regulations require all research involving human subjects to be approved by the Institutional Review Board (IRB).   The only exceptions are those categories of research that are defined as exempt from review by Federal Regulations.  At Northwest Missouri State University, the investigator, the Chair of the IRB and a second member of the IRB work together to determine whether research is exempt as specified in the Federal Regulations.

CAUTION: Research cannot be exempt if: 

(1)
Information obtained is recorded in such a manner that human subjects can be identified, directly or through identifiers linked to the subjects:

AND

(2) 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) There is potential for coercion to participate in the research.

(If either #1 or #2 or #3 is true for your research, you must use either the expedited or the full review process for Human Subjects).

II. Exempt research includes:

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 the comparison among instructional techniques, curricula, or classroom management methods.

2. Research involving the use of EDUCATIONAL TESTS (cognitive, diagnostic, aptitude, achievement such as the SAT, California Achievement Test etc), SURVEY procedures, INTERVIEW procedures, or OBSERVATION OF PUBLIC BEHAVIOR.

3. Research involving the use of EDUCATIONAL TESTS (cognitive, diagnostic, aptitude, achievement) SURVEY procedures, INTERVIEW procedures, or OBSERVATION OF PUBLIC BEHAVIOR, that is NOT exempt under #2 above is exempt 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 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:

(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.

6. TASTE and FOOD QUALITY EVALUATION and CONSUMER ACCEPTANCE studies,

(I) if wholesome food without additives are consumed, or

(II) 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 Food and Drug Administration or approved by the Environmental Protection Agency or the Food Safety Inspection Service of the U.S. Department of Agriculture.

III. EXEMPTIONS FOR RESEARCH ON SUBJECTS UNDER AGE 18 (MINORS):

If subjects are under age 18, SURVEY OR INTERVIEW PROCEDURES (#2 AND #3 above) are NOT eligible for exemption.  Research is considered exempt and can be conducted, as such, using standard educational tests (achievement tests) and ‘standard’ (normal) classroom assessment as part of ‘standard’ classroom functioning, in order to enhance or evaluate teaching methods. 

If subjects are under age 18, research involving OBSERVATION OF PUBLIC BEHAVIOR (#2 and #3 above) is eligible for exemption ONLY when the investigator does not participate in or manipulate the activities being observed.

IV. Investigators whose research uses surveys, interviews, or questionnaires must preface these instruments with the following information:

1. Participation is voluntary.

2. The subject may stop participation at any time without penalty.

3. The subject need not answer all the questions.

4. The information the subject contributes will be [here the Investigator must outline the limits or privacy.  If the responses are untraceable either through name, number, code, or other identifier, then the responses are anonymous.  If the Investigator does have the ability to match response with subject, he/she must state the parameters of confidentiality.

V. Investigators who are requesting an exemption under these Regulations, should complete this form, and deliver it to the NWMSU IRB Chairperson.  If the Board grants the exemption, the Investigator will be so advised by e-mail and letter from the Chair of the IRB.  Investigators may expect exempt review approval within 1 week of submission to the chair of the IRB. If the Committee determines that an exemption is inappropriate under the Regulations, it will contact the Investigator with instructions for submission required forms for expedited and full board reviews.

Return all forms to Committee Chair (find chair)
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