
MIDDLE TENNESSEE STATE UNIVERSITY

INSTITUTIONAL REVIEW BOARD

APPLICATION FOR FULL OR EXPEDITED 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.
· The Principal Investigator and, if appropriate, his/her Faculty Supervisor must submit the form via email with acknowledgment. The checklist also must be initialed. 
· One original should be emailed to the Office of Compliance, via email to the compliance officer at compliance@mtsu.edu . 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 question to:






compliance@mtsu.edu 





Telephone:  494-8918

PROJECT CATEGORIES
The method of review (expedited or full review) depends on the category of research appropriate for the project. Although the investigator makes the initial determination of the project’s category, it is the IRB which ultimately decides under which category a project will be reviewed. 

If you have any questions regarding the appropriate category for your project, refer to the above policy.

	EXPEDITED REVIEW
	FULL REVIEW 

	(SUBMIT ONE Emailed copy)
	(SUBMIT ONE Emailed copy)

	Research that presents no more than minimal risk to human subjects.                                                  
	Research which might put subjects at risk

	Research that does not involve special populations (e.g. minors, prisoners, and the   mentally incompetent) 
	Research involving psychological or physiological intervention when applicable.

	Clinical studies of drugs and medical devices only when (a) or (b) is met.   (a) Research on drugs for which an investigational new drug application (21 CFR Part 312) is not required. (b) Research on medical devices for which (i) an investigational device exemption application (21 CFR Part 812) is not required; or (ii) the medical device is cleared/approved for marketing and the medical device is being used in accordance with its cleared/approved labeling. 
	Non-curricular, interactive research in schools.

	Collection of blood samples by finger stick, heel stick, ear stick, or venipuncture as follows: (a) from healthy, nonpregnant adults who weigh at least 110 pounds; or (b) from other adults and children, considering the age, weight, and health of the subjects, the collection procedure, the amount of blood to be collected, and the frequency it will be collected.
	Research involving deception that might have adverse effects on the subjects.

	Prospective collection of biological specimens for research purposes by noninvasive means (e.g. nail and clippings in a non-disfiguring manner, sweat, and saliva).                           
	Interviews or surveys on sensitive topics.

	Collection of data through noninvasive procedures routinely employed in clinical practice                                
	Research on some vulnerable populations.

	Research involving materials that have been collected, or will be collected solely for non-research purposes.                             
	Research conducted outside the United States that does not fall under expedited review.

	Collection of data from voice, video, digital, or image recordings made for research purposes                                                
	

	Research on individual or group characteristics or behavior research employing survey, interview, oral history, focus group, program evaluation, human factors evaluation, or   quality assurance methodologies. 
	

	Continuing review of previously approved expedited protocols.  Continued full review protocols can be approved as expedited if there have been no changes to the protocol.
	


Email completed forms and address any question to:






The Office of Compliance





compliance@mtsu.edu 





Telephone:  494-8918

PLEASE DETACH THESE INSTRUCTIONS BEFORE SUBMITTING THE APPLICATION 
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INSTITUTIONAL REVIEW BOARD

HUMAN PARTICIPANTS RESEARCH REVIEW FORM
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RESEARCHER INFORMATION

Do not begin your Research until you have received a formal letter of IRB approval!
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 . Submit forms via email to compliance@mtsu.edu as attachments.
 FORMCHECKBOX 
 Internet citiprogram.org Training Certificate        FORMCHECKBOX 
  Workshop Certificate

  (NIH training is only accepted if completed before September 2009. Go to www.citiprogram.org to update training requirements.)

Project Title:

<type here>
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 shorter “minimal risk” course. Students assisting professors may also complete the “min. risk” course.

If the principal investigator is a student, complete the information for the faculty supervisor.  Please note that THE FACULTY ADVISOR MUST INDICATE KNOWLEDGE AND APPROVAL OF THIS PROPOSAL BY EMAILING THIS FORM TO THE COMPLIANCE OFFICE WITH A STATEMENT OF APPROVAL IN THE BODY OF THE EMAIL. Students should not email forms directly to the IRB.
PROJECT DESCRIPTION
Source of funding for project:       
Expected starting date for project:      
Is this project expected to continue for more than one year?
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Anticipated completion date:       
· IRB approval is valid for one year. 
· If more than one year is needed to complete data collection and analysis the investigator must submit a written request for continuing review and a Progress Report (form available at www.mtsu.edu/~irb/)

· Only two continuations will be granted for a given project.  
· After three years a new application must be submitted.
What is the research question being addressed in the study? 
      
Describe relevant research that has been done previously. Include citations as well as a brief description of relevant methods and important findings. You may limit this section to a sample of the most relevant research. 

      
Describe in detail each step of your proposed study. Provide a description of all procedures to be followed, describe any experimental groups and/or manipulations. Also, give a brief description of your study design. (e.g., qualitative, correlation, factorial, etc)
      
What is your plan for analyzing the data?
      
How will this design allow you to address the research question?
      
If there are special qualifications required to conduct research in this area, how will the researcher(s) meet these qualifications?
      
How will participants be debriefed? (In addition to describing the debriefing procedure, attach a copy of all debriefing information)
      
List the potential risks and benefits of conducting this research. Include benefits for participants, science, and society. Evaluate the level of risk relative to the potential benefits.
     
Note:  If your study involves risk (including sensitive information), minors as participants, psychological intervention, deception, physiological intervention, or biomedical procedures, you should also complete the appropriate section at the end of the form.

PARTICIPANT DESCRIPTION
Maximum Number of Participants:         

Participant population (check all that will be specifically targeted to participate in the research):
	ADULT:
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MINOR:
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PRISONER:
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MENTALLY HANDICAPPED:
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	MENTALLY DISABLED:
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PHYSICALLY ILL:
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DISABLED:
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OTHER:
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If other, PLEASE SPECIFY:
     
PARTICIPANT SELECTION

How will participants be selected for this research? 
Describe the recruitment/contacting methods and compensation to participants. If any advertising or recruitment devices will be used they must be attached to the application.  Be specific!
     
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:     
Provide a list of inclusion/exclusion criteria for the proposed research and justify any demographics (e.g. sex, race, economic status, sexual orientation) that have been excluded.
     
CONFIDENTIALITY

List any identifying information that will be recorded from your research participants.

Identifying information includes but is not limited to:    
	· Full name 
· Identification numbers
· Telephone number

· Street address

· E-mail address

· IP address 

· Vehicle registration plate number
	· Photographs or video tapes

· Voice recordings

· Handwriting samples

· Digital Identity
· Credit card numbers 
· Driver's license number




     
Federal guidelines require all study related documents (documentation of informed consent, surveys, study notes, data records, and all study-related correspondence) be stored securely for at least 3 years following completed research. Materials must be stored securely in a faculty member’s office on campus for 3 years. (Or another secure location if there is reason to believe the faculty member’s office is not secure. These arrangements must be approved).
Where will research materials be stored? If anywhere other than an MTSU faculty researcher’s office, please describe why the faculty researcher’s office is not secure; include an address where data will be stored.
     
List anyone other than the Investigators who will have direct access to the research participants or their primary data. Consider research assistants, transcribers, statisticians, and any other individuals who may be present during the research or who will have access to the data records. These individuals must also submit Human Subjects Training Certificates.
     





INFORMED CONSENT
Will informed consent be obtained from participants? 

 FORMCHECKBOX 
 Yes
    FORMCHECKBOX 
NO





If no, the form to request waiver of consent must be submitted. See Appendix G.

Will you collect signed consent forms?  


 FORMCHECKBOX 
 Yes
    FORMCHECKBOX 
NO




If yes, attach a master copy of the consent form to your application. The form must be stamped approved by our office. Once approved, you will need to make copies of the master bearing the “approved” stamp to distribute to participants. Attach the form exactly as it will be presented to participants.
If no, the form to request waiver or alteration of consent must be submitted. See Appendix G.

Will you obtain consent orally?  


 FORMCHECKBOX 
 Yes
    FORMCHECKBOX 
NO



If yes, attach an oral consent script to your application. 

You still must complete Appendix G if a signed consent form will not be used.

Give a description of your consent “process”.  Who is administering the consent information? Where is it obtained? How is it administered?


     
The following are required elements of informed consent. Check “yes” if the element appears in your consent document, if it does not check “no”. If you check no to any item you must complete the request for waiver of consent. See Appendix G.
	A statement that the study involves research and the true purpose of the research (If using deceit, check no and justify in Appendix G).
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	A description of all the procedures in detail to be followed and the expected duration
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	Foreseeable risks or discomforts to the participant
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	Benefits to the participant or others
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	Disclosure of appropriate alternative procedures or courses of treatment
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	A statement describing the extent of confidentiality of records identifying the subject will be maintained
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	A statement regarding compensation to participants in case of injury
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	Contact information for the researcher and the Compliance Officer
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	A statement that the research is voluntary, there are no penalties for refusal to participate, and participation can be discontinued at any time without penalty or loss of benefits.
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ADDITIONAL PROCEDURAL INFORMATION


INDICATE BELOW WHETHER YOUR PROJECT INVOLVES ANY OF THE FOLLOWING.  FOR EACH ITEM CHECKED, PROVIDE THE REQUESTED INFORMATION IN THE ADDITIONAL PROCEDURAL INFORMATION SECTION BEGINNING AFTER THE SIGNATURE SECTION OF THIS FORM.
__ Risk (Appendix A)

__ Minors as Participants (Appendix B)

__ Psychological Intervention (Appendix C)

__ Deception (Appendix D)

__ Physiological Intervention (Appendix E)

__ Biomedical Procedures (Appendix F)

APPLICATION CHECKLIST

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 for the faculty supervisor?


	

	Are the investigator email address and other contact information included?


	

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


	

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


	

	Is the number of participants indicated?


	

	Is the method of participant selection indicated?


	

	If using the Psychology Department research pool, is signup information included?
	

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


	

	If consent form does not match the template available at our website, or you are requesting a waiver of the requirement for consent, is the Request for Waiver or Alteration 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?


	


Incomplete applications will result in delay of research approval.

Acknowledgements
(If possible, use electronic signature- if not type your name in the space provided.)


I certify that 1) the information provided for this project is accurate, 2) no other procedures will be used in this project, and 3) any modifications in this project will be submitted for approval prior to use.


_________________________________

_________________


          Name of Investigator



Date

If the P.I. is a student, his/her Faculty Advisor must also sign this form.


I certify that this project is under my direct supervision and that I am responsible for insuring that all provisions of approval are complied with by the investigator.


_________________________________

__________________


     Name of Faculty Advisor     


    Date

--------------------------------------------------------------

Committee Use Only

NOTE:
APPROVAL OF THIS PROJECT BY THE IRB ONLY SIGNIFIES THAT THE


PROCEDURES ADEQUATELY PROTECT THE RIGHTS AND WELFARE OF THE


PARTICIPANTS AND SHOULD NOT BE TAKEN TO INDICATE UNIVERSITY 
APPROVAL TO CONDUCT THE RESEARCH.

Expedited Review

Approved: __________________________________             ___________

                 
        Committee Member                                          Date

Committee Review
Approved: __________________________________             ____________

                 
          Committee Chair                                             Date

APPENDICES

Detach this section unless you were directed to fill out a section of the appendix.

Appendices are labeled A through G. 

Only submit the appendix that you were instructed to. Delete all other appendices.

Type all your answers.
ADDITIONAL PROCEDURAL INFORMATION
APPENDIX A
SUBJECTS AT RISK

If human subjects participating in this proposed research project may be exposed to the probability of harm, including physiological, psychological, economic, or social harm, please provide the information requested in the following items:

1.  Identify and describe the probable RISKS, including physiological, psychological, economical, or social harm, to which subjects involved in the proposed research project may be exposed.

2.  JUSTIFICATION.  Explain why you believe the risks to the subject are so outweighed by the sum of the benefit to the subject and the importance of the knowledge to be gained as to warrant a decision to allow the subject to accept these risks.  Discuss the alternative ways of conducting this research and why the one chosen is superior.

3.  Explain fully how the RIGHTS AND WELFARE of such subjects at risk will be protected.  (e.g., equipment closely monitored, medical examination given prior to procedures, psychological screening of prospective subjects, etc.)

APPENDIX B
 RESEARCH INVOLVING MINORS AS SUBJECTS
If some or all of the subjects of the proposed research will be minors (under the age of 18), please provide the information requested in the following items.  Documents in the Office of Sponsored Programs provide additional information on these points.

1.  Specify how PARENTAL CONSENT, when required, will be obtained and documented.  Attach copies of all letters and consent forms.
2.  Specify provisions for soliciting the ASSENT of minor subjects.  Attach copies of assent forms or script of oral permission.
3.  Specify provisions for minimizing COERCION on minors to participate.

4.  List all schools in which the research will be conducted and provide documentation of PERMISSION from the school district(s) to conduct the research.  Letters of permission from Principal and Superintendent on letterhead are required. (NOTE - Provisional approval can be given pending receipt of documentation from school districts, but research cannot be conducted until such documentation is received).

5.  Where necessary, specify procedures for complying with the “BUCKLEY AMENDMENT” (Students’, or parents if students are under 18 years of age, rights to inspect and review their educational records).
APPENDIX C

RESEARCH INVOLVING PSYCHOLOGICAL INTERVENTION
If the subject(s) of the proposed research will be exposed to any psychological intervention such as contrived social situations, manipulation of the subject’s attitudes, opinions or self-esteem, psychotherapeutic procedures, or other psychological influences, please provide the information requested in the following items:

1.  Identify and describe in detail the PSYCHOLOGICAL INTERVENTION.

2.  Identify and describe in detail the BEHAVIOR expected of subject(s) and the context of the behavior during the psychological intervention.

3.  Describe how DATA resulting from this procedure will be gathered and recorded.

4.  Identify anticipated and possible psychological, physiological, or social CONSEQUENCES of this procedure for the subject(s).

5.  Indicate the investigator’s competence and identify his/her QUALIFICATIONS, by training and experience, to conduct this procedure.  Given name, title, department, address, and telephone number of the individual(s) who will supervise this procedure.
APPENDIX D
DECEPTION
A study is deceptive if false information is given to subjects, false impressions created, or information relating to the subjects’ participation is withheld that might result in adverse effects on subjects.

1.  Describe in detail the DECEPTION involved, including any instructions to subjects or false impressions created.

2.  JUSTIFICATION.  Explain in detail why deception is necessary to accomplish the goals of the research.  Care should be taken to distinguish cases in which disclosure would invalidate the research from cases in which disclosure would simply inconvenience the investigator.

3.  Describe, in detail, the plan for DEBRIEFING subjects.  Attach a copy of any debriefing statement.
APPENDIX E

RESEARCH INVOLVING PHYSIOLOGICAL INTERVENTION
If the subject(s) of the proposed research will be exposed to any physiological treatments or intervention upon the body by mechanical, electronic, chemical, biological or any other means, please provide the information requested in the following items:

1.  Identify and describe in detail the PHYSIOLOGICAL INTERVENTION.

2.  Identify and describe in detail the MEANS used to administer the intervention.

3.  Identify and describe in detail the BEHAVIOR expected of subject(s) and the behavior of the investigator during the administration of the physiological intervention.

4.  Describe how DATA resulting from this procedure will be gathered and recorded.

5.  Identify anticipated and possible physiological, psychological, or social CONSEQUENCES of his procedure for the subject(s).

6.  Indicate in detail specific steps that will be taken to assure the proper OPERATION AND MAINTENANCE of the means used to administer the intervention.  Give particular attention to prevention of accidental harm or injury to the human subject(s).

7.  Indicate the investigator’s competence and identify his/her QUALIFICATIONS, by training and experience, to conduct this procedure.  Give name, title department, address, and telephone number of the individual(s) who will supervise this procedure.
APPENDIX F
BIOMEDICAL PROCEDURES
If the proposed research involves biomedical procedures (e.g., the taking or withholding of medication, ingestion of any food or other substances, injections, blood drawing, or any other procedure which would normally be done under medical supervision), please provide the information requested in the following items.

1.  Describe in detail the biomedical PROCEDURES involved in this project.

2.  Identify anticipated and possible physiological CONSEQUENCES of these procedures of the subject(s).

3.  Identify the SITE where the procedure is to be carried out.

4.  Indicate the investigator’s competence and identify his/her QUALIFICATIONS, by training and experience, to conduct this procedure.  Give name, title, department, and telephone number of the individual(s) who will supervise this procedure.

APPENDIX G

REQUEST FOR WAIVER OR ALTERATION OF CONSENT 
Under 45 CFR 46.116(d) the IRB may waive the requirement for obtaining informed consent or approve a consent procedure that leaves out or alters some or all of the elements of informed consent, provided that the IRB finds and documents that all of the following four criteria are met:
a) the research involves no more than minimal risk to the subjects; 

b) the waiver or alteration will not adversely affect the rights and welfare of the subjects; 

c) the research could not practicably be carried out without the waiver or alteration; 

d) whenever appropriate, the subjects will be provided with additional pertinent information after participation. 
Are you requesting a waiver of obtaining informed consent? (i.e., you will not obtain informed consent at all. e.g., observational study and informing participants that they are in a research study would make the research impossible.)
 FORMCHECKBOX 
 Yes
    FORMCHECKBOX 
NO
Are you requesting that signed consent forms are not obtained? (e.g., you are conducting research online and cannot obtain signatures; you wish to not obtain signatures to reduce the burden to participants.)
 FORMCHECKBOX 
 Yes
    FORMCHECKBOX 
NO
Are you requesting approval to alter the consent form such that not all the required elements of consent are included? (i.e., you checked “no” to some elements in the checkbox for informed consent) 

 FORMCHECKBOX 
 Yes
    FORMCHECKBOX 
NO
If you answered yes to any above, answer the following:
a. How does the research involve no more than minimal risk?

     
b. How will a waiver of informed consent not adversely affect the rights and welfare of the participants?

     
c. Why could the research not practicably be carried out without the waiver or alteration?

     
d. If appropriate, how will subjects be provided with additional pertinent information after participation?
SEE THE APPENDIX INDICATED FOR A MORE DETAILED DESCRIPTION OF THESE CATEGORIES
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