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1. INTRODUCTION

The purpose of this form is to provide you information that may affect your decision as to whether or not to
participate in this research study. If you decide to participate in this study, this form will also be used to record
your consent.

2. TITLE
[This title should be the same as the project title used in the IRB application]

3. RESEARCHERS

My name is (name of PI) and my research colleague(s) is/are (name(s) of
Co-I). 1T am a(n) (undergraduate/ graduate student/ faculty member) at the
(name of university), [if Pl is a student, introduce faculty sponsor as well, e.g., "working with my faculty
advisor, Professor ,"] in the School/Department of . I am (We are) planning to conduct

a research study, which I (we) invite you to take part in.

4. PURPOSE

The purpose of the research is to
(Give brief explanation of why study is being done, using one or two sentences written in clear language
understandable to the target population)

-OR-

Several studies have been conducted looking into the subject of (describe the research
study), but none have explored (describe the specifics of what you are studying).

You are being invited to participate in this study because (specify reason why prospective
subject is being recruited for study). About (number of subjects) people will take part in this study.
5. PROCEDURES

If you agree to participate in this study, you will be asked to (explain tasks, including
details about completing surveys, interviews, tests, and/or focus groups applicable). This study will take a total
of approximately hours/minutes (length of time for individual participant s active involvement,
frequency of procedures, etc.), and all study procedures will take place at . [If different

procedures will take place at different locations, specify accordingly].

Your participation may be audio/video recorded.
I agree to be audio / video recorded.
I do not want to be audio / video recorded.
[1If participants will not be audio/video recorded, do not include this sentence].

6. RISKS / DISCOMFORTS

The risks associated in this study are minimal, and are not greater than risks ordinarily encountered in daily
life. However, you may feel some discomfort when answering questions about personal beliefs or when being
requested to watch/listen to some audio/video tapes. In the focus group, it is possible that you may feel
embarrassed when talking in front of others. If you feel embarrassed about answering a particular question, you
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may choose to decline or excuse yourself from the
study.

-OR -

There are no known risks from taking part in this
study, but in any research, there is some possibility
that you may be subject to risks that have not yet been
identified. For instance,

* Some of the audio/video tapes are likely to
produce unpleasant feelings, but you will be able
to stop watching at any time if you feel too
uncomfortable.

Some of the focus group discussion questions may
make you uncomfortable or upset, but you are free
to decline to answer any questions you do not wish
to or to leave the group at any time.

[For studies involving psychological/social emotional
risks participants should be informed of the risk. They
should be given the names and telephone numbers of
agencies that may alleviate their mental concerns, such
as a crisis hotline. If the PI or student investigator s
faculty sponsor is qualified to treat mental health
problems, that person may be listed as a resource.]

7. COMPENSATION

Your participation in this study will involve no
cost to you. You will not be paid for your participation
in this study.

-OR -

The researcher(s) want your decision about
participating in the study to be absolutely voluntary.
Yet we recognize that your participation may pose
some (list any costs, inconvenience,
etc). In return for your time/ effort/ travel expenses,
you will be paid (amount of payment) by

(method of payment) in
(schedule for payment) for taking

part in this study.

Please note that if you discontinue study
participation you will receive payment only for the
hours of the study you complete. If you remain in the
study but choose not to answer any questions you don't

wish to, you will still receive the full amount of
compensation

If you are injured as a result of being in this study,
medical treatment will be available. The costs of this
treatment may be covered by (name of
university).

-OR-

It is important for you to understand that
(name of university) does not have funds

set aside to pay for the cost of any care or treatment
that might be necessary because you get hurt or sick
while taking part in this study. Also,
(name of university) will not pay for any wages you
may lose if you are harmed by this study.
Medical costs that result from research related harm
cannot be included as regular medical costs. Therefore,
the medical costs related to your care and treatment
because of research related harm will be your
responsibility or will be paid by the sponsor.

8. BENEFITS

The possible/main benefits of the participation are
(describe benefits that may be
reasonably expected) [Monetary compensation should
not be categorized as a benefit].

-OR -

There are no direct benefits associated with
participation in this research; however your
willingness to take part may, in the future, help society
as a whole better understand
(research topic).

9. CONFIDENTIALITY

I (We) will do everything I (we) can to protect the
confidentiality of the information you provide. When
we write/present about the study, you will not be
personally identified in these written/published
materials. Research records will be stored securely and
kept confidential. [If tape recordings or videotapes are
made, explain who will have access, if they will be
used for education purposes, and when they will be
erased.]
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All publications will exclude any information that
will make it possible to identify you as a subject.
Throughout the study, the researcher(s) will notify you
of new information that may become available and that
might affect your decision to remain in the study.

Your responses will be numbered and the code linking
your number with your name will be stored in a
separate locked file cabinet.

Authorized persons from (name of
university), members of the IRB, and the study sponsor
have the legal right to review your research records and
to determine whether the researcher(s) conducted this
study properly and adequately protected your rights as
a human participant.

Also, if you tell me (us) something that makes me
(us) believe that you or others have been or may be
physically harmed, I (we) may report that information
to the appropriate agencies.

10. SUBJECT’S RIGHT

If you want to withdraw from the study,
(explain how to withdraw from the
study, such as “tell the PI and leave the room” or “tell
the PI to stop the interview/test”).

Taking part in this study is completely voluntary.
You do not have to participate if you do not want to.
You may also leave the study at any time. If you leave
the study before it is finished, there will be no penalty
to you, and you will not lose any benefits to which you
are otherwise entitled.

-OR-
Your participation is voluntary. You may decide

not to participate or to withdraw at any time without
your current or future relations with

11. CONTACT INFORMATION

If you have general questions regarding this study,
you may contact (name of PI) at
(telephone number), or by email to
(email address).

All research on human volunteers is reviewed by a
committee that works to protect your rights and
welfare. If you are not satisfied with how this study is
being conducted, or if you have any concerns or
complaints about this research, its procedures, risks
and benefits, or your rights as a participant, please
contact (name of university) Institutional
Review Board (IRB) to speak to someone independent
of the research team at (telephone
number) or by email to (email
address).

12. PARTICIPANT’S AGREEMENT

I have read this form and the research study has
been explained to me. I have been given the
opportunity to ask questions and my questions have
been answered. If [ have additional questions, I have
been told whom to contact. I consent to participate in
the research study described above and will receive a
copy of this consent form for my records after I sign it.

Signature of Participant:
Date:

Signature of Person Obtaining Consent:
Date:

Resources:
Institutional Review Board at Northwestern University

(name of university) being affected [If the participant
is the university s employee.]
-OR -

If you decide to take part in the study, it should be
because you really want to volunteer. You can stop at
any time during the study and still keep the benefits
and rights you had before volunteering. In other words,
if you decide not to take part in this study, your
decision will have no effect on the quality of care,
services, etc., you receive.

(http://www.research.northwestern.edu/oprs/irb/?src=or-hdr )

Health Sciences and Behavioral Sciences Institutional Review
Boards at University of Michigan (http.//www.irb.umich.edu/

guidance.html )

Office of Human Research Ethics at University of North Carolina
- Chapel Hill (http://research.unc.edu/offices/human-research-
ethics/index.htm )

University Park Institutional Review Board at University of
Southern California (http.//www.usc.edu/admin/provost/oprs/
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