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Request for Exempt Designation 

· You may not begin your research until the Office of Compliance has provided a letter designating exemption.
· Human Subjects Research Training through citiprogram.org must be current for ALL Investigators and ALL Faculty Supervisors. We will confirm your training completion through the citiprogram database.
· Students assisting with research projects or conducting non-thesis/dissertation research take the “no more than minimal risk course.”  All others take the “social and behavioral investigators” course.
· Please email applications and applicable supporting documents (informed consent documents, surveys, assessment tools, recruitment materials, permission of outside agency/school, school board approval) to compliance@mtsu.edu.

· Students must have faculty advisors email their applications with statement of approval. 
· To obtain an exempt designation, all the answers to the screening questions below must be “no” and your research must fall under at least one of the categories on page 2. 

Research Title:       
Principal Investigator: 
Campus Address: 
Email: 
Phone:       
Department:   
Status:  FORMCHECKBOX 
Faculty  FORMCHECKBOX 
 Student  If student, is this a thesis, dissertation, or URECA project?   FORMCHECKBOX 
 Yes  FORMCHECKBOX 
No
Faculty Advisor  (If Investigators are students):   
Campus Address:  
Email:  
Phone:  
Department: 
Co-Investigator(s):      
Email:      
Phone: 
Screening Questions: 
Note: Answering YES to any of the following questions disqualifies your project for exempt designation.
	1. Are subjects from a vulnerable group (prisoners, seriously ill, cognitively impaired)?
	 FORMCHECKBOX 
Yes      FORMCHECKBOX 
  No

	2. Does the research involve the collection of behavior which, if known outside the research, could reasonably place the subjects at risk of criminal or civil liability or be damaging to the individual’s financial standing, employability or reputation?
	 FORMCHECKBOX 
Yes      FORMCHECKBOX 
  No



	3. Will you be collecting information regarding sensitive topics or personal aspects of the subject’s behavior? (e.g., drug or alcohol use, illegal conduct, sexual behavior, mental health)
	 FORMCHECKBOX 
Yes      FORMCHECKBOX 
  No



	4. Except for research on normal educational practices, does the research involve subjects under the age of 18? 
	 FORMCHECKBOX 
Yes      FORMCHECKBOX 
  No



	5. Will the research expose subjects to discomfort/ stress beyond the levels encountered in daily life?
	 FORMCHECKBOX 
Yes      FORMCHECKBOX 
  No



	6. Will you be videotaping participants (in some cases audiotaping can qualify as exempt)
	 FORMCHECKBOX 
Yes      FORMCHECKBOX 
  No


The Federal Code [45 CFR 46 (46.101)] identifies the following categories as exempt. Please check the exemption category which applies to your study.
	Categories of Research Activities Exempt from Continuing Review

	 FORMCHECKBOX 

	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.

	 FORMCHECKBOX 

	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 human subjects can be identified, directly or through identifiers linked to the subjects; and (ii) 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.

	 FORMCHECKBOX 

	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 #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 the confidentiality of the personally identifiable information will be maintained throughout the research and thereafter.

	 FORMCHECKBOX 

	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.

	 FORMCHECKBOX 

	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.

	 FORMCHECKBOX 

	6. Taste and food quality evaluation and consumer acceptance studies, (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 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 and Inspection Service of the U.S. Department of Agriculture.


Research Description
1. Purpose: Please briefly describe the purpose of your study including background information and rationale.

2. Research Participants: Describe how you will recruit participants (recruitment materials must be submitted with this form). Indicate whether the participants are 18 years of age or older. Indicate the approximate number of research participants to be recruited. Describe any inclusion/exclusion criteria used to select participants.

If using the Psychology Research Pool to recruit, provide the information below. These should be written exactly as they will appear to participants. 
Title: 
Brief Abstract (one or two sentences): 
Full Description (include risks/benefits): 
3. Procedure: Describe in detail the procedure to be used during this study. Describe all procedures that will be encountered by participants. Surveys and other assessment instruments need to be sent with this form. How long will participation take? 

4. Risk Level: Describe how the proposed study presents no more than minimal risk to the participants. Minimal risk means that the probability and magnitude of harm or discomfort anticipated in the research are not greater than those ordinarily encountered in daily life.

5. Confidentiality: Describe the measures you will take to protect the confidentiality of the information obtained. Where will data be stored? All research materials must be retained by the PI or faculty advisor (if the PI is a student) for at least three (3) years after study completion.

6. Benefits: Describe any benefits to the research participants directly or benefits to society.


7.  Informed Consent: Describe the process to obtain informed consent.


Investigators are required to obtain agreement from research participants before collecting data.  For an exempt study, participants must be told: 

· They are participating in a research study and the purpose of the study.

· That their participation is voluntary and they can withdraw at any time without penalty.

· What they will be asked to do if they agree to participate and how long it will take.

· A description of any discomforts and/or risks as a result of participation.

· How they can contact the principal investigator should they have questions or concerns.
A consent template for exempt studies is on the next page; however, other methods (e.g., oral consent) may be approved by the Office of Compliance. The language of the consent template can be adapted for obtaining assent from minors participating in educational research.
8.  Funding Agency (if any): 
Informed Consent

Middle Tennessee State University
Project Title:  
Purpose of Project: 
Procedures:  
Risks/Benefits:  
Confidentiality:  
Principal Investigator/ Contact Information:  
Participating in this project is voluntary, and refusal to participate or withdrawing from participation at any time during the project will involve no penalty or loss of benefits to which you might otherwise be entitled. All efforts, within reason, will be made to keep the personal information in your research record private but total privacy cannot be promised, for example, your information may be shared with the Middle Tennessee State University Institutional Review Board. In the event of questions or difficulties of any kind during or following participation, you may contact the Principal Investigator as indicated above. For additional information about giving consent or your rights as a participant in this study, please feel free to contact the MTSU Office of Compliance at (615) 494-8918.
Consent

I have read the above information and my questions have been answered satisfactorily by project staff. I believe I understand the purpose, benefits, and risks of the study and give my informed and free consent to be a participant.


________________________________________


____________________

SIGNATURE   







DATE

