MIDDLE TENNESSEE STATE UNIVERSITY

INSTITUTIONAL REVIEW BOARD

ORAL HISTORY IRB APPLICATION FOR EXPEDITED OR FULL REVIEW
INSTRUCTIONS

All research involving human subjects must be reviewed and approved prior to initiating the research.

· For questions regarding human subjects research, please refer to Policy No. I:01:24 in the Policies and Procedures Manual available in departmental offices, the Office of Research Services and the Office of Compliance.

· A completed cover page and all information requested on pages 3-11 must be provided for all projects.

· Based on the specifics of the project, additional information may be required.  Please provide this information on separate sheets and detach pages 12-15 before submitting the project.
· The Principal Investigator and, if appropriate, his/her Faculty Supervisor must sign the form on page 4.

· The appropriate number of copies (see below) should be submitted to the address below.

· All protocols that are incomplete and/or containing grammatical errors will be returned. Please review protocols for missing documents and grammatical errors. Thorough review will ensure earlier processing. 
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.  If you are not collecting any identifiers, your study may fall under exempt review.
	EXPEDITED REVIEW

(SUBMIT ONE COPY via email to compliance@mtsu.edu )
	FULL REVIEW 

SUBMIT ONE COPY via email to compliance@mtsu.edu

	Research that presents no more than minimal risk to human subjects.

	Research which might put subjects at risk

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

  
	Research involving psychological or physiological intervention when applicable.

	  Collection of data through noninvasive procedures routinely employed in clinical practice


	Non-curricular, interactive research in schools.

	Research involving materials that have been collected, or will be collected solely for non-research purposes.


	Research involving deception that might have adverse effects on the subjects.

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



	Interviews or surveys on sensitive topics.

	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.  (This listing refers only to research that is not exempt.)


	Research on some vulnerable populations.

	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.
	Research conducted outside the United States that does not fall under expedited review.




Email completed forms and address any question to:

compliance@mtsu.edu
615-494-8918

Please detach this instructional page before submission
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RESEARCHER INFORMATION

Attach documentation of IRB training for ALL Investigators and ALL Faculty Supervisors:
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Project Title:          [image: image9.wmf]


Principle Investigator:   [image: image10.wmf]


Principle Investigator e-mail:  [image: image11.wmf]


Principal Investigator Address:[image: image12.wmf]


Principal Investigator Telephone: [image: image13.wmf]


Co-Investigator(s):   [image: image14.wmf]


Faculty Advisor Name:[image: image15.wmf]


Faculty Advisor e-mail: [image: image16.wmf]


Faculty Advisor Address & Telephone:[image: image17.wmf]


Department or University Unit: [image: image18.wmf]


Investigator Status (For Each Investigator):
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Student
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Student
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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 with a statement of approval in the body of the message.
PROJECT DESCRIPTION

Source of funding for project:
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Expected starting date for project: [image: image24.wmf]


Is this project expected to continue for more than one year?
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Anticipated completion date?  [image: image27.wmf]


Approval for project is valid for one year only. Investigators must request a continuation of the approval yearly if the activity lasts more than one year.  Progress reports must be filed annually. Only two continuations will be granted for a given project.  After three years, the project must be resubmitted.
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 completing the boxes below you should describe the research project and make the case that the proposed research has scientific merit.

In addition to answering the questions below, you should include a copy of all documents that will be presented to participants (including 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.

Briefly describe the topic and purpose of your research. 45 CFR 46.111 (a) (1)           Attach a sample of your interview questions to the application.        [image: image28.wmf]


How do you plan using the information derived from the interviews? 45 CFR 46.111 (a) (1)
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What kind of training in oral history methodology will you receive?
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List the potential risks to participants, potential benefits to participants and society if the research is conducted.  Evaluate the level of risk relative to the potential benefits.
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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

Number of Participants: [image: image32.wmf]

   

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 YES, TO “OTHER”, PLEASE SPECIFY:
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Participant selection:
Describe how participants will be selected for participation in this project.  Including how many interviews you will conduct and how you will identify the interviewees.   Additionally, describe any payment to be received by the interviewee.

[image: image50.wmf]


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 to the Board before final approval can be given.

Participant Inclusion/Exclusion Criteria:

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.   45 CFR 46.111 (a) (3)
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CONFIDENTIALITY

While oral history is typically not anonymous, there may be occasions for which confidentiality is necessary or desirable, i.e. situations involving illegal activities or activities that could lead to stigma.  How do you intend to protect confidentiality if it is pertinent to your study?  Specify procedures for storage or personal information.   Federal guidelines require all study related documents (documentation of informed consent, surveys, study notes, data analysis, and all study-related correspondence) be kept for at least 3 years.  For student research, all study related documents must be stored in the faculty supervisor’s office when the research is completed.  45 CFR 46.111 (a) (7)
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CONSENT

Specify how participants will provide consent.  Researchers should always collect written consent except:

· When the main risk to participants is identification and documented consent could expose them to risk of identification.

· When the research presents minimal risk to participants and the information on the consent form is included at the beginning of the test instrument.

· When the research is being conducted online.

Researchers should use the approved informed consent template.  The template may be modified to remove information that is not relevant to the study.  If a consent form is being used, attach a copy.  If presented orally, a copy of the presentation must be submitted.  
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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.
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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?


	

	Is 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 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?


	


Incomplete applications will result in delay of research approval.

Acknowlegments
The Principal Investigator must acknowledge this form.

I certify that 1) the information provided for this project is accurate, b) no other procedures will be used in this project, and c) 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 acknowledge 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

ADDITIONAL PROCEDURAL INFORMATION

Only provide the information in sections relevant to this project.

Provide this information on separate sheets and delete these pages before submitting the review form.
When providing the information, please number the paragraphs according to the item numbers and include appropriate headings.
Additional information on human subjects research is included in the MTSU Policies and Procedures Manual which is available in the Office of Research & Sponsored Programs.
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.)
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 provides 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).
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.
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.
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.
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 this 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.

SEE THE PAGE INDICATED FOR A MORE DETAILED DESCRIPTION OF THESE CATEGORIES








_1277714619.unknown

_1277714644.unknown

_1277714654.unknown

_1277714669.unknown

_1277714675.unknown

_1277715265.unknown

_1277715298.unknown

_1277726416.unknown

_1277715293.unknown

_1277714677.unknown

_1277714678.unknown

_1277714676.unknown

_1277714672.unknown

_1277714674.unknown

_1277714671.unknown

_1277714660.unknown

_1277714662.unknown

_1277714667.unknown

_1277714661.unknown

_1277714657.unknown

_1277714658.unknown

_1277714655.unknown

_1277714649.unknown

_1277714651.unknown

_1277714653.unknown

_1277714650.unknown

_1277714646.unknown

_1277714648.unknown

_1277714645.unknown

_1277714628.unknown

_1277714636.unknown

_1277714641.unknown

_1277714643.unknown

_1277714638.unknown

_1277714632.unknown

_1277714633.unknown

_1277714630.unknown

_1277714623.unknown

_1277714626.unknown

_1277714627.unknown

_1277714625.unknown

_1277714621.unknown

_1277714622.unknown

_1277714620.unknown

_1277714610.unknown

_1277714615.unknown

_1277714617.unknown

_1277714618.unknown

_1277714616.unknown

_1277714612.unknown

_1277714613.unknown

_1277714611.unknown

_1277714605.unknown

_1277714608.unknown

_1277714609.unknown

_1277714606.unknown

_1277714603.unknown

_1277714604.unknown

_1277714601.unknown

