Institutional Review Board Purpose . . .

The purpose of the Institutional Review Board is to review institutional research done on our campus and/or by our campus members to assure that the researcher is protecting the safety of research participants.

This includes disclosing any possible risk to participants (physical, emotional, employability, etc.) and disclosing how the data will be used and disseminated—particularly the possibility that data might be linked to personal identity.

Institutional Review Board Policies . . .

All research on living, human subjects conducted by EMU faculty, staff or students, or research conducted by outside researchers and using EMU faculty, staff or students as participants, must be reviewed by the IRB to assure participant safety.

Individual researchers are responsible for learning about EMU's IRB policy and for submitting a research proposal form to the IRB and appropriate supporting material. The IRB policy and research proposal form are found at www.emu.edu/irb.

Only research proposals received seven days before an IRB meeting will be considered at that meeting.  Please see the schedule of meetings for more information.
Appendix 45

Institutional Review Board Policy

Purpose

Eastern Mennonite University has established an Institutional Review Board (IRB) to review and approve research on human subjects, except where such research is exempted as described herein.  The purpose of this review is to meet EMU’s legal requirement to protect individual rights to give informed consent for voluntary participation in research.

All EMU faculty and students who propose non-exempted research and non-EMU personnel who propose research on EMU personnel shall submit their proposals to the IRB. They shall also notify the IRB immediately of any changes in the research that may relate to this policy following approval of the proposal. Complaints about research conducted by or with EMU community members will be directed to the IRB for response.

Composition of Research Review Board
The Board shall have a minimum of five members with varying backgrounds and expertise. The following additional requirements shall be met:

1.
Both males and females shall be included.

2.
One member shall be a lawyer, ethicist or theologian.

3.
One member shall be a person whose primary concerns are in nonscientific areas, who is from the community outside EMU, and who is not an immediate family member of an EMU employee.

4.
One member shall be a student.

5.
A member may not participate in decision making if she/he has a conflicting interest.

6.
Persons with additional expertise may be brought in if needed.

The board and chair are appointed by the president in consultation with the Provost.

Procedures

The board shall be called together by the chair whenever a proposal requires review. The researcher for the proposed research is to submit a Proposal form to the IRB chair for review by the IRB.

The Proposal form is to contain the following elements.

1.
Title

2.
Name(s) of researchers, including designation of the chief researcher.

3.
Purpose(s)

4.
Design, methods, instruments(s)

5.
Possible risks to participants and ways of minimizing risks.

6.
Means to maintain confidentiality and privacy.

7.
Means of obtaining informed consent.

8.
Plans for data analysis and reporting.

9.
Time frame

10.
Attachments - instruments where applicable, consent forms, cover letters.

The IRB will schedule monthly meetings.  Proposals are due one week prior to each meeting.  If there are no proposals submitted for full review, monthly meetings may be cancelled.  Meeting dates and proposal due dates will be published on the EMU website.

Proposals are sent directly to the Chair of the IRB.  The Chair decides if a proposal is exempt from full board review, using the guidelines that follow.  The Chair will send written verification of exemption to the researcher and report the action at the next board meeting.  Copies of all received proposals and written responses will be kept with the IRB minutes.

If a proposal is deemed non-exempt, it must be reviewed by the IRB at a regularly scheduled meeting.  The board is to review the proposal to evaluate whether the research can be carried out. Members are to apply the ethical guidelines and make a decision to approve or disapprove. Modifications may be required. Action requires that a majority of the members be present and is based on a majority vote.

The board shall have full authority to approve or deny approval of proposed research. The decision of the committee shall be made in writing to the chief investigator named on the proposal. Notification of disapproval shall include rationale and provide opportunity for response in person or writing. 

The board shall meet at least annually to review any continuing research projects. At such annual reviews the board shall ascertain from the investigator(s) if changes in a project have occurred and apply the ethical guidelines regarding the continuing project. This procedure assures continuing review.

The board has the right to discontinue a research project that is not being conducted in accordance with the board's ethical guidelines or in cases of unexpected harm to participants. Notification of such to the investigator(s) should include rationale. As implied here, investigators must inform the board immediately if any harm occurs. 

The board is to retain on file minutes of all meetings, as well as copies of all proposals and correspondence. Minutes shall include attendance; actions, including the number voting for, against, or abstention; discussion; and rationale for decisions.

Ethical Guidelines
The following guidelines shall be used to review research proposals:

1.
Participants are protected from unnecessary physical harm, psychological distress, and undue influence; and risks are monitored during the project.

2.
Potential short range benefits of the research outweigh any potential risks.

3.
Means are used to provide voluntary informed consent by participants in writing. This includes:

a.
Explanation of purposes, procedures, and timetable.

b.
Description of potential risks if present and means of treating these if injury could occur.

c.
Description of expected benefits.

d.
Description of provision for anonymity or confidentiality.

e.
Description of voluntary nature of participation and ability to discontinue participation if desired.

f.
Names of people to contact for answers to questions.

If consent is not to be obtained, the reasons must be justifiable and include inability to do the research if consent were required, along with minimal risk.

4.
Steps are taken to protect privacy of participants.

5.
Selection of participants is equitable.

Exemptions
Some research procedures may be exempted from review, even though the researcher must still submit a proposal and wait for approval of “exemption” status from the IRB.  A proposal is exempt if all of the following statements are true:

1.  The research will involve only document analysis, survey procedures, interview procedures, or observation of public behavior.

2. Participants cannot be identified 





OR



The research will use existing records or specimens of subjects who cannot be 



identified or will use existing records which are publicly available.

3.  The participants’ responses will not create risk of criminal or civil liability, or damage their financial or employability status.

4.   The research does not deal with sensitive aspects of personal behavior, e.g. illegal 


conduct, drug or alcohol use, or sexual behavior.

5.  If the research is conducted as part of a class requirement, the data will only be gathered from students in the class, with the instructor’s approval, and findings will not be disseminated beyond the class.

6. Research participation will be clearly voluntary.

7. Research participants are not younger than 18 years old, incarcerated or otherwise  considered “at risk”.
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IRB Research Proposal

1. Title of Research Proposal________________________________________________ 

2. Researcher(s) _________________________________________________________

   Primary researcher email and/or phone ______________________________________

3.  Purpose of Research

4. Do you feel this research proposal is exempt from IRB review?  (see Exemption Criteria in the IRB Policy section).

5. Briefly describe your Research Design, including methods for gathering and analyzing data.  Please attach copies of instruments you will use.

6. Is there any possibility of harm to participants?  If so, how will you safeguard against this or minimize the risk?

7. How will you maintain confidentiality and privacy?  Please attach informed consent forms and instrument cover letters.

8. How and to whom will your results be reported? 

9. What is your time frame for conducting this research? (refer to timeline)

10. If you are an EMU student conducting this research for a course requirement, please obtain your instructor’s permission before sending this completed form to the IRB chair.  The instructor may sign this form in hard copy or send an email to the IRB chair with his or her approval. The instructor’s signature is an affirmation that your research meets the ethical guidelines described in the IRB policy.

Course Title ________________________________________________________

Instructor Approval __________________________________ Date____________

