
Fairleigh Dickinson University Institutional Review Board Guidelines

 for Submitting Human Subjects Research Proposals for Review

1. All research* using human subjects that is conducted at Fairleigh Dickinson University or by personnel employed by the University must be submitted to the Institutional Review Board (IRB) for review, except those projects that fall under the following exemptions:

a. Studies conducted for educational purposes within a class at FDU.

b. Studies using existing archival data, collected in the course of regular clinical or educational activities, where the subjects have signed a general informed consent, approved by the IRB, giving permission for their data to be used in research.

c. Studies conducted by full-time faculty that have been approved by a School ethics committee.

Examples of research studies that must be submitted to the IRB include the following:

a. Dissertations, master’s theses, independent study projects, undergraduate honors projects.

b. Proposals that involve gathering data off campus. Please note approval from IRB committees at other institutions does not exempt researchers from the requirement that their projects receive approval from the FDU IRB.

c. Any internal or external grant proposal

d. Research conducted by faculty in Schools where there is not an ethics committee

e. Research conducted by faculty in Schools that has been determined by the School ethics committee to involve significant risk to participants.

f. Studies involving the collection of archival data where no consent was obtained at the time of data collection.

2. All research conducted at Fairleigh Dickinson University or by personnel employed by the University (e.g. adjunct faculty) whether exempt or not, must be supervised by a full-time tenure track faculty member of the university.

3. No researcher, whether faculty of student, may disregard recommendations made by the School ethics committee or the IRB. The research project may not begin until the reviewer’s concerns, questions and recommendations have been addressed in writing and approval has been given.

4. If any substantive changes are made after the review process involving protection of human subjects (for example, changing the informed consent form, etc.), these changes must be submitted to the IRB.

5. Any researcher has the right to appeal a decision of the IRB. In this case, a subcommittee will be convened to consider the appeal and rule on the case.

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

*Research is defined as any endeavor whose purpose is to gain knowledge that may be disseminated. 

6. If any researcher, faculty, or student, disregards or ignores recommendations and requirements made by an IRB reviewer, a subcommittee of the IRB will be convened to consider the violation. After review of the case, sanctions may be considered by the subcommittee. Sanctions may also be applied to people who conduct research without first gaining approval from the IRB. If sanctions are considered appropriate, the matter will be referred to the University Review Committee (or in cases where a student has committed a violation, the School under whose supervision the research was undertaken).

7. Internal and external grant proposals should be approved by the IRB before being submitted to a granting agency.

8. Exemption:  Certain low-risk research is exempt from the requirements in the federal regulations concerning IRB review and approval. If a study falls into one of the exempt categories, researchers still have ethical responsibilities to protect participants’ rights.  Determination of exempt status is made by either the IRB or the School ethics committee. 
9. Review:  In most cases an expedited review will suffice, whereby a member or group of voting members reviews the proposed research rather than the entire IRB.  An IRB may or may not waive a requirement for Informed Consent if it determines that the research presents no more than minimal risk of harm and involves no procedures which normally required informed consent outside of research.

10. Other data collection undertaken to obtain data for university purposes should also be reviewed by  the IRB and should be approved by the Campus provost.

Elements of an IRB submission

1. Request for Proposal Review (see Appendix A)

2.   Abstract of Research Plan. Investigators should provide a summary of their proposed projects.

3. Personnel. Investigators should indicate the personnel working on their projects, their roles and credentials. Investigators should also describe any training procedures personnel would undergo.

4. Specific Aims. Investigators should describe the aims of the project and any hypotheses they have formulated.

5. Significance. Investigators should discuss the significance of their projects. Specifically, they should identify what different result patterns would signify.

6. Experimental Design. Investigators should describe the experimental design of their projects, specifying whether they are correlational or experimental and the nature of control groups (if any) to be utilized. Investigators should also provide a rationale for using particular control groups and any provisions they might make to provide an active treatment to individuals in control conditions.

7. Participants. Investigators must describe the participants they will study, and how they will be identified and approached. They must describe both inclusion and exclusion criteria for participation. They must also indicate the number of participants they plan to study.

8. Measures. Investigators should describe all measures they intend to use in their studies and should provide copies of all measures

9. Procedures. Investigators should describe all procedures participants might undergo in the course of their study.

10. Timetable. Investigators should provide a timetable for how long they anticipate their studies will take.

      11.  Data Analysis. Investigators should describe their plans for data analyses.

12. NIH training program completion form. Prior to submission of proposals to the IRB, investigators          must complete an educational program designed by the National Institute of Health (NIH).  The            website for the program is http://cme.nci.nih.gov.  The educational program takes about two                hours.  You either can complete it without a break, or you can leave the program and return to it at       another time. A copy of the completion certificate must be attached to the proposal or be on file           with the IRB

13. Protection of Human Subjects including Informed Consent. The following descriptions of consent and debriefing forms have been adapted from the American Psychological Association. Examples may be found in Appendices B and C. In all cases, the following should be provided by the applicant: a)  an explanation of the purpose of the research and expected duration, b) description of procedures to be followed and identification of which are investigational and which are standard care, c)  description of any foreseeable risks or discomforts to the participant and a description of what steps will be taken to prevent or minimize them, d) description of benefits to participants and estimate of likelihood that benefits will occur,  e) a statement describing to what records will be kept confidential assuring confidentiality of records, f) whom to contact for answers to questions about the research and the participant’s rights, g) an assurance that research is voluntary and refusal to participate or withdraw will have no penalty or loss of benefits to which the participant is otherwise entitled, h)a description of incentives to participate, i) a statement that prospective participants may ask questions of the administrator.
Investigators conducting intervention research involving the use of experimental treatments clarify to participants at the outset of the research (1) the experimental nature of the treatment; (2) the services that will or will not be available to the control group(s) if appropriate; (3) the means by which assignment to treatment and control groups will be made; (4) available treatment alternatives if an individual does not wish to participate in the research or wishes to withdraw once a study has begun; and (5) compensation for or monetary costs of participating including, if appropriate, whether reimbursement from the participant or a third-party payor will be sought. 

Investigators obtain informed consent from research participants prior to recording their voices or images for data collection unless (1) the research consists solely of naturalistic observations in public places, and it is not anticipated that the recording will be used in a manner that could cause personal identification or harm, or (2) the research design includes deception, and consent for the use of the recording is obtained during debriefing. 

When investigators conduct research with clients/patients, students, or subordinates as participants, investigators take steps to protect the prospective participants from adverse consequences of declining or withdrawing from participation. When research participation is a course requirement or an opportunity for extra credit, the prospective participant is given the choice of equitable alternative activities.

Investigators may dispense with informed consent only (1) where research would not reasonably be assumed to create distress or harm and involves (a) the study of normal educational practices, curricula, or classroom management methods conducted in educational settings; (b) only anonymous questionnaires, naturalistic observations, or archival research for which disclosure of responses would not place participants at risk of criminal or civil liability or damage their financial standing, employability, or reputation, and confidentiality is protected; or (c) the study of factors related to job or organization effectiveness conducted in organizational settings for which there is no risk to participants’ employability, and confidentiality is protected or (2) where otherwise permitted by law or federal or institutional regulations. 

Investigators conducting research involving minors or other individuals who have legal guardians must obtain informed consent from the parent or legal guardian. In addition, anyone who can understand that they are participating in a research study (including children and persons with developmental disabilities) should be given informed consent forms. In these cases, the language should be simple to insure that prospective participants can understand the conditions of the proposed research studies.

Investigators should make reasonable efforts to avoid offering excessive or inappropriate financial or other inducements for research participation when such inducements are likely to coerce participation.

When offering professional services as an inducement for research participation, investigators clarify the nature of the services, as well as the risks, obligations, and limitations. 

Consent to research participation is documented by obtaining the signature of the participant or the legally authorized representative on the written informed consent document.  By federal regulations a signature is required on the written document that contains all the required elements of information.

Investigators should not conduct a study involving deception unless they have determined that the use of deceptive techniques is justified by the study’s significant prospective scientific, educational, or applied value and that effective nondeceptive alternative procedures are not feasible. Investigators do not deceive prospective participants about research that is reasonably expected to cause physical pain or severe emotional distress. Investigators explain any deception that is an integral feature of the design and conduct of an experiment to participants as early as is feasible, preferably at the conclusion of their participation, but no later than at the conclusion of the data collection, and permit participants to withdraw their data. 

14.Debriefing. Investigators should provide a prompt opportunity for participants to obtain appropriate             information about the nature, results, and conclusions of the research, and they take reasonable steps 

     to correct any misconceptions that participants may have of which the investigators are aware. If   

     scientific or humane values justify delaying or withholding this information, investigators take

     reasonable measures to reduce the risk of harm. When investigators become aware that research

     procedures have harmed a participant, they take reasonable steps to minimize the harm. Debriefing

     typically should be conducted verbally and provided in writing.

Normally, IRB proposals are reviewed within 15 business days after the reviewer receives the proposal. However, there are two blackout  periods during which the IRB will not review proposals: during the fall and spring final exam periods. In addition, the review process will take longer during the summer and during intersession since many members of the IRB are not available.

Please address IRB proposals to:

Dr. Janet Sigal, Chair IRB

Psychology Department

Fairleigh Dickinson University

T-WH1-01

                        Teaneck, NJ 07666
Appendix A: Request for Proposal Review

[image: image1.png]Ifjuh,f; ‘
Human Participant Protections
Education for Research Teams

4, U.S. Department of Health and Human Services

National Institutes of Health






Fairleigh Dickinson University

Institutional Review Board

Request for proposal Review

Principal Investigator
 Department/Campus


Address (if Principal Investigator is not faculty member)


Telephone:
 e-mail 



Project Title: 




Project’s Starting Date:



Allow at least 15 Business days for IRB Review

Expected duration of project (if longer than 1 year, projects must be reviewed annually)


The project is (check one or more if applicable):


 An external grant application to




specify agency and/or program


 an internal FDU grant


 Faculty research project


 Dissertation


 Student Research project


 Other (specify)



Is this project being reviewed by another IRB? 
 Yes
 No

If yes, please specify:



If final action has been taken by the other IRB please attach a copy of the notification

Check List: Have you included with your material the following:


 Detailed protocol (see attached)


 Written Informed Consent Form (see attached sample)


 Instructions to Participants


 Extensive procedural details


 Any questionnaires or interview questions involved in the project


 Debriefing form


 Section of Concerns for Human Subjects

Principal Investigator’s Certification

As principal investigator, I agree to accept responsibility for the conduct of this project and to immediately notify the Institutional Review Board of any change in the protocol.

Principal Investigator’s Signature

Date

Faculty Advisor’s Signature
Date








   (when applicable)

Appendix B: Sample Informed Consent Form

Informed Consent
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To the Participant:


The purpose of this study is to investigate various processes involved in the perceptions between students and their supervisors.  Your part in the study will involve reading about some uncomfortable interactions that happened between a college student and her supervisor, and then answering some questions that follow.  In addition, you will be asked to answer some questions about yourself.


There will be minimal risk involved; however, some of the material may be explicit.  If you feel that this material may be too up setting to you, please choose not to participate. Your participation in this study will help improve understanding of how supervisors behaviors impact students.  Please do not hesitate to ask any questions if anything appears uncertain.  All of your responses will be anonymous.  This form is the only one that will have your name on it, and it will be separated from the rest of the packet once it is handed in.  Your are free to withdraw from this study at any time without consequences.  Your cooperation is very much appreciated.


After reading the above, I hereby voluntarily consent to participation in this study.

Print name:




Signature:



Date:





Experimenter:




If you have any questions about the study, please contact 








Experimenter

in the Psychology Department 201-692-2300. If you have any questions regarding your rights as a subject in this study, please contact Dr. J. Sigal, of the Institutional Review Board at 201-692-2314.

Appendix B: Sample IRB Consent Form for Parents of Child Participants

INFORMED CONSENT

The study which you are being asked to allow your child to participate in is being done as a dissertation in the Fairleigh Dickinson University School of Psychology doctoral program in Clinical Psychology.  This research is designed to provide a better understanding of attentional functioning in adolescents.  There are no known risks associated with this procedure.  It requires that you child take approximately 60 to 75 minutes to respond to questions, fill out a questionnaire, and complete several tasks which require her/him to respond to letters or numbers presented on a computer screen, through stereo headphones or on cards.  You will also be asked to respond to approximately 5 minutes worth of screening questions about your child.

All the data will be coded in such a manner so as to prevent your name or your child's name from being associated with the data.  The results may be published, but only in a general, summary form.  Neither your name or your child's name will be used, and the record of your child's participation will be kept strictly confidential.

Some of the questions asked may be upsetting to you, if you find this to be the case, you may refuse to have your child participate in this study, and you are free to withdraw your consent for his/her participation at any a time without negative consequences.  

If you have any questions about the research we can discuss them at this time or you may contact me, John Doe, at (201)555-1212 or Dr. Chairperson at (212)555-1212.  Also, if you have any questions about your rights and treatment as a subject you can call Dr. Sigal, Chairperson, FDU Institutional Review Board, at (201)692-2300.

I,
, have read and understood the above statement.  I have had all my questions about the research and this Informed Consent answered satisfactorily and hereby agree to have my child

serve as a subject in the study described above.

Parent Signature:

Date:

Witness:


Do you wish to receive a summary of the results?
Yes 

No

Address: 


Appendix D: Guidelines for establishing a School Ethics Committee

Guidelines for establishing a School Ethics Committee

1. Each school can designate at least two individuals to serve as an ethics committee. An alternative procedure is to use the entire department as an ethics committee, and have at least two faculty members review each proposal.

2. Each committee must outline procedures necessary for determining minimal risk for research conducted by faculty. Examples include anonymous surveys on non-sensitive topics; any research which exposes individuals to materials they are likely to see in everyday life, and in the media; self-report measures that do not pose any risk to individuals.

3. If a proposal exceeds the standard for minimal risk, the faculty reviewers should indicate that the proposal should be sent to the IRB Chair for IRB consideration. That process will involve expedited review in which one member of the IRB will submit a review of the proposal to the Chair who will then inform the researcher of the decision to approve fully, to recommend review. The IRB expedited review process takes approximately 15 business days after the reviewer receives the proposal. Examples of research that exceeds minimal risk includes: 1) if stressors are used, 2) if personality measures are used which might produce discomfort for the person, or 3) if negative mood induction is involved.

4. At the end of each semester, a list of all proposals approved by the School ethics committees should be sent to the IRB Chairperson

Appendix E: Forms obtaining for permission to use the undergraduate human subjects pool

ETHICS APPROVAL

Form B


has Ethics approval and my permission to recruit subjects.


Janet Sigal, Ph.D.


Professor 


Department of Psychology 


Date:


FORM C 2 (for Research Participant Pool)
TO: STUDENT 

Name of student: 


Name of instructor:


Date of experiment:


Time of experiment: 


Signature of experimenter: 


FORM C1

TO: INSTRUCTOR 

Name of student: 


Name of instructor: 

Date of experiment: 

Time of experiment: 

Signature of experimenter: 


sample








Prior to recruiting subjects from the Introductory Psychology Research Participant Pool, students must receive Ethics Approval from Dr. Sigal (see form below)!  This approval will be given following approval by the IRB
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