MIDDLE TENNESSEE STATE UNIVERSITY

INSTITUTIONAL REVIEW BOARD

APPLICATION FOR Exempt Review
INSTRUCTIONS

All research involving human subjects must be reviewed and approved prior to initiating the research.
The IRB committee is charged with assessing the scientific merit of research presented for review.  It is incumbent upon applicants to provide sufficient information to the committee to assist in making this determination.  Remember that the committee members may not be familiar with your research area.  When answering the questions below you should describe the research project and make the case that the proposed research has scientific merit.

In addition to answering the questions, you should include a copy of all documents that will be presented to participants (including consent forms, questionnaires, testing instruments, interview protocols, instructions, and cover letters).  Anything included should be in the final form that will be presented to participants.  Any documents provided to participants must be free of grammatical and spelling errors.

· Do not modify applications. Answer all questions completely and thoroughly. If you feel a question does not apply to you state that and explain why. Do not leave any questions blank. Incomplete applications will not be approved and will be returned to you for completion.
· Text boxes appear as gray rectangles. Click and begin typing. Answers should be as long as necessary to thoroughly answer the question asked.
· Checkboxes may work differently depending on the version of Word you have. You may need to enable active content for them to work. If you are running an older version, or do not have active content enabled you may type an “X” next to the answer you choose, or you may print the document and check boxes by hand (all text must be typed!).  Please make sure your answers are clear regardless of the method of checking boxes.
· Based on the specifics of the project, additional information found in the appendices may be     required.  Please provide this information on separate sheets 
· Detach the instructions, project categories, and unnecessary appendices before submitting the project.
· Forms should be emailed as attachments to compliance@mtsu.edu. Students must first email to their faculty mentors. Then the faculty member will email to the compliance office with statement of approval. The checklist should be completed.  All approval materials will be sent to investigators via email. 
· Applications are always being accepted. The committee meets once a month for full reviews. If your study requires full review consider the IRB meeting schedule available at http://www.mtsu.edu/irb/
· For questions regarding human subject’s research, please refer to Policy No. I:01:24 in the Policies and Procedures Manual available in departmental offices, the Office of Research & Sponsored Programs and on the OSP Home Page on the World Wide Web. 




Email completed forms and address any questions to:
                                                                compliance@mtsu.edu 
Request for Exemption
Middle Tennessee State University Institutional Review Board
You may not begin your research until the compliance office has given you an official letter of exemption!
Principal Investigator: 



Study Title:  

Institution:


RESEARCHER INFORMATION

Attach documentation of Human Subjects Research training for ALL Investigators and ALL Faculty Supervisors. Internet Training Certificates can be obtained by completing the training www.citiprogram.org. Please email applications to compliance@mtsu.edu. Students must have faculty mentors email their applications with statement of approval.
Principal Investigator:        
Principal Investigator e-mail:       
If Principal Investigator is a student, alternate e-mail:      
Principal Investigator Address:      
Principal Investigator Telephone:      
Co-Investigator(s):        
If Principal Investigator is a student, Faculty Advisor Name:      
Faculty Advisor e-mail:      
Faculty Advisor Address & Telephone:      
Department or University Unit:      
Investigator Status (For Each Investigator): 
   FORMCHECKBOX 
Faculty/Staff              FORMCHECKBOX 
  Graduate           FORMCHECKBOX 
 Undergraduate             FORMCHECKBOX 
  Other
   Type of project:           FORMCHECKBOX 
Faculty/Staff research              FORMCHECKBOX 
  McNair          FORMCHECKBOX 
 URECA Scholar           




  FORMCHECKBOX 
  Thesis      FORMCHECKBOX 
  URECA Assistant        FORMCHECKBOX 
 Class Project

**Those who are performing McNair, URECA Scholar, thesis, or faculty projects must complete the Social and behavioral basic training course.  All other students may complete the “minimal risk” course. Students assisting professors may also complete the “min. risk” course.
1. Study Information:
A. Give a brief synopsis of the research, including background information and rationale.

     
B. Describe the subject population/ type of data/specimens to be studied.  

 FORMCHECKBOX 
 Prisoners (Note: Research involving prisoners is not eligible for exemption).

 FORMCHECKBOX 
 Children (Note: Research involving children has more restrictive exemption criteria; see instructions).

Other:      
C. Describe any inclusion/exclusion criterion used to select participants.

     
D. Describe how you plan to obtain/contact the source of data/specimens and if these are publicly available. If not publicly available, describe how prior approval will be obtained before accessing this information (attach approval letter if available).

     
E. Does this study involve the collection of existing records or data often referred to as "on-the-shelf" data [see 45 CFR 46.101 (b)(4)]? Describe how this data is collected, stored and de-identified.
     
F. Describe the recruitment process, including any advertisements, to be used for this study. 

     
NOTE:  If the participants are to be drawn from an institution or organization (e.g., hospital, social service agency, prison, school, etc.) which has the responsibility for the participants, then documentation of permission from that institution must be submitted before final approval can be given.

If using the Psychology Research Pool: (http://mtsu.sona-systems.com/) 

Provide a title, a brief abstract (one or two sentences describing the project) and a full description (including the risks, benefits, and any information necessary for students to make an informed decision about participating). These should be written exactly as they will appear to the Research Pool participants.

Title:      
Brief Abstract:      
Full Description:     
G. Describe in detail the procedures to be used during this study. Be specific on the role of the subjects participating.  What is your study’s step by step process from subject contact to conclusion?  
     
H. Is this study affiliated with any other IRB-approved studies?  

 FORMCHECKBOX 
 No
 FORMCHECKBOX 
 Yes

If "Yes", please list by IRB#:      
I. Is this proposal associated with a grant or contract? 

 FORMCHECKBOX 
 No 
 FORMCHECKBOX 
 Yes

If “Yes”, attach copy and list the funding source associated with the grant or contract. 

J. Does this research involve any approved or unapproved FDA regulated items (including foods, including dietary supplements, that bear a nutrient content claim or a health claim, infant formulas, food and color additives, drugs for human use, medical devices for human use, biological products for human use, and electronic products.)

 FORMCHECKBOX 
 No 
 FORMCHECKBOX 
 Yes (Note: FDA regulated research has more restrictive exemption criteria; see   

 instructions). 

       K.   Will informed consent be obtained from participants? 


 FORMCHECKBOX 
 Yes
           FORMCHECKBOX 
 No
 Explain your process of obtaining consent. If no, explain why not.       
2. Will Protected Health Information (PHI)1 be accessed (used within MTSU) in the course of preparing for this research?

 FORMCHECKBOX 
 No
 FORMCHECKBOX 
 Yes

If “No”, skip to the Conflict of Interest statement on the next page.

STATEMENT OF AFFIRMATION

If Protected Health Information (PHI)1 is accessed (used) in the course of preparing for this research the following 3 conditions must be met:

1. The use or disclosure of the PHI is sought solely for the purpose of preparing this research protocol.  

2. The PHI will not be removed from the covered entity.  

3. This PHI is necessary for the purpose of this research study.

The above 3 conditions must be met to allow for the access (use) of PHI as “preparatory to research.” 

A. Will a de-identified data set be created (all 18 HIPAA identifiers must be removed, see list attached)?

 FORMCHECKBOX 
 No
 FORMCHECKBOX 
 Yes

B. Will a limited data set be created?

 FORMCHECKBOX 
 No
 FORMCHECKBOX 
 Yes  If "Yes", complete the MTSU “Data Use Agreement” below.
The data use agreement below sets forth the terms and conditions in which the Covered Entity (MTSU) will allow the use and disclosure of a limited data set 2 to the Data Recipient (Principal Investigator). The limited data set must have direct identifiers removed, but may include town, city, and/or 5-digit ZIP codes as well as date elements (e.g., dates of birth, admission, discharge, etc.).

MTSU DATA USE AGREEMENT


 FORMCHECKBOX 
 NOT APPLICABLE


In addition to the Principal Investigator, identify all individuals who will be requesting authorization to access the limited data set:

	Name of Institution and/or Individual
	Non-MTSU Data Use Agreement Required?*

	
	   FORMCHECKBOX 
 Yes            FORMCHECKBOX 
  No

	
	   FORMCHECKBOX 
 Yes            FORMCHECKBOX 
  No

	
	   FORMCHECKBOX 
 Yes            FORMCHECKBOX 
  No

	
	   FORMCHECKBOX 
 Yes            FORMCHECKBOX 
  No

	
	   FORMCHECKBOX 
 Yes            FORMCHECKBOX 
  No

	
	   FORMCHECKBOX 
 Yes            FORMCHECKBOX 
  No


*A Non-MTSU data use agreement is required to disclose the limited data set to an Individual or an Institution outside of MTSU.  A template is available on the website at www.mtsu.edu/irb/irb_forms.shtml  . 

As the Principal Investigator of this study I agree:
Not to use or disclose the limited data set for any purpose other than the research project or as required by law.

To use appropriate safeguards to prevent use or disclosure of the limited data set other than as provided for by this Agreement.

To report to the Covered Entity (MTSU) any use or disclosure of the limited data set not provided for by this agreement, of which I become aware, including without limitation, any disclosure of PHI to an unauthorized subcontractor. 

To ensure that any agent, including a subcontractor, to whom I provide the limited data set, agrees to the same restrictions and conditions that applies through this agreement to the Data Recipient with respect to such information.

Not to identify the information contained in the limited data set or contact the individual.

     4.      Potential Conflict of Interest

A. Is there a potential conflict of interest for the Principal Investigator or key research personnel? 
Assessment should include anyone listed as Principal Investigator, or other research personnel on page 1 of this application.  Please note that the thresholds of ownership described below apply to the aggregate ownership of an individual investigator, his/her spouse, domestic partner and dependent children (e.g., if an investigator, his/her spouse, domestic partner and dependent children own together $10,000 or 5% worth of equities in the sponsor, it should be reported below).  Do not consider the combined ownership of all investigators.

 FORMCHECKBOX 


 FORMCHECKBOX 


 FORMCHECKBOX 
 No   

 FORMCHECKBOX 
 Yes
 If “Yes”, the investigator must complete and submit the “Conflict of Interest Supplemental Form” with this application.  The form and the protocol must be reviewed by the MTSU IRB. 

NOTE: Although approval may be granted by the IRB, the Investigator may not proceed with the research until a final determination letter has been rendered by the IRB.

B. If “Yes”, check all that apply:
 FORMCHECKBOX 


 FORMCHECKBOX 
  Compensation whose value could be affected by the study outcome.

 FORMCHECKBOX 


 FORMCHECKBOX 
  A proprietary interest in the tested product included but not limited to, a patent, trademark, copyright or licensing agreement, or the right to receive royalties from product commercialization.

 FORMCHECKBOX 


 FORMCHECKBOX 
  Any equity interest in the sponsor or product whose value cannot be readily determined through preference to public prices (e.g., ownership interest or stock options).

 FORMCHECKBOX 


 FORMCHECKBOX 
  Any equity interest in the sponsor or product that exceeds $10,000 or 5%. 

 FORMCHECKBOX 


 FORMCHECKBOX 
  Significant payments or other sorts with a cumulative value of $10,000 made directly by the sponsor to any of the investigators listed on page 1 of this application as an unrestricted research or educational grant, equipment, consultation or honoraria. 

Investigator Assurance and Compliance Statement

As the PI of this study I agree:

 FORMCHECKBOX 

To accept responsibility for the scientific and ethical conduct of this project;

 FORMCHECKBOX 
  To ensure all investigators and key study personnel have completed the MTSU human subjects training program;
 FORMCHECKBOX 
 
To submit for approval any additions, corrections or modifications to the protocol or informed consent document to the IRB prior to the implementation of any changes; and

 FORMCHECKBOX 
 
This project will not be started until final approval has been granted from the IRB.

Application Checklist - Incomplete applications may result in delay of research!

Investigator(s): Please read and initial each item.

	Checklist item
	Initial

	Is all information typed?


	

	Is documentation of IRB training attached for each investigator and faculty supervisor?


	

	Is the investigator email address and other contact information included?


	

	If student research, is the faculty advisor email and other contact information included?


	

	Are surveys, questionnaires, tests, interview forms / scripts attached?


	

	Is the method of PARTICIPANT selection indicated?


	

	If using the Psychology Department PARTICIPANT pool, is information attached?


	

	If a consent form is being used, is a copy of the consent form attached?


	

	For research involving minors, is an assent form attached?


	

	For research at outside institutions (e.g., schools), are permission letters on official letterhead attached?
	


________________________________________________________   ____________________

Principal Investigator’s Signature





Date

_________________________________________________________   ___________________

Faculty Advisor (if PI is non-faculty)





Date

1 Protected Health Information (PHI): Protected health information (PHI) is individually identifiable health information that is or has been collected or maintained by a medical facility, including information that is collected for research purposes only, and can be linked back to the individual participant. Use or disclosure of such information must follow HIPAA guidelines.  

Individually identifiable health information is defined as any information collected from an individual (including demographics) that is created or received by a health care provider, health plan, employer, and/or health care clearinghouse that relates to the past, present or future physical or mental health or condition of an individual, or the provision of health care to an individual or the past, present or future payment for the provision of health care to an individual and identifies the individual and/or to which there is reasonable basis to believe that the information can be used to identify the individual (45 CFR 160.103).

A covered entity (MTSU) may determine that health information is not individually identifiable (De-identified) health information only if all of the following identifiers of the individual or of relatives, employers, or household members of the individual are removed:
1. Names;

2. Any geographic subdivisions smaller than a State, including street address, city, county, precinct, zip code, and their equivalent geocodes, except for the initial three digits of a zip code;

3. All elements of dates (except year) for dates directly related to an individual (e.g., date of birth, admission);

4. Telephone numbers;

5. Fax numbers;

6. Electronic mail addresses;

7. Social security numbers;

8. Medical record numbers;

9. Health plan beneficiary numbers;

10. Account numbers;

11. Certificate/license numbers;

12. Vehicle identifiers and serial numbers, including license plate numbers;

13. Device identifiers and serial numbers;

14. Web Universal Resource Locators (URLs);

15. Internet Protocol (IP) address numbers;

16. Biometric identifiers, including finger and voiceprints;

17. Full-face photographic images and any comparable images; and

18. Any other unique identifying number, characteristic, or code.

2 Limited data set: The limited data set is protected health information that excludes all above data elements with the exception of elements of dates, geographic information (not as specific as street address), and any other unique identifying element not explicitly excluded in the list above. 
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