Are there any Mﬁto being in a research

study?

Some research studies directly benefit the indi-
viduals who participate. For example, a diet and
exercise study may offer certain health benefits.
Other studies are designed to offer greater bene-
fit to society. If you join a study that compares
treatments, you may or may not benefit directly.

Are there any special rules to help IDMﬁcf

certain participants?

The U.S. Government and Penn State University
have rules in place that protect children, pregnant
women, prisoners, and mentally challenged per-
sons who participate in research studies. These
individuals are classified as “vulnerable popula-
tions.”

%ﬂcan | find out more about being in a

research study?

Penn State research studies are frequently ad-
vertised in local publications and on local radio
stations. Some research studies are also listed
on the Office for Research Protections’ website
at http://www.research.psu.edu/orp/outreach/
services/studylisting.asp

or on medical department sites at http:/
www.hmc.psu.edu/clinicaltrials/studies/index.htm.
Additionally, if you are interested in participating
in a research study for a specific disease or con-
dition, you can talk to your physician about stud-
ies for which you might qualify.

Visit us on the web!

Universit)rPark:
http://www.research.psu.edu/orp/
STUDY_L|ST/intro.htm

Hershey Medi

If you have questions or complaints related to
research conducted at The Pennsylvania State
University, please contact:

PENNSTATE
E Office for Research Protections

201 Kern Graduate Building
The Pennsylvania State University
University Park, PA 16802-3301

814.865.1775
http://www.research.psu.edu/orp/outreach/servicesstudylisting.asp
ORProtections@psu.edu

Human Subjects Protection Office

Penn State College of Medicine
500 University Drive
Hershey, PA 17033

717-531-5687
www.hmc.psu.edul/irb

Talk2thelRB@hmc.psu.edu
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Wis aresearch study?

A research study is designed to answer specific
guestions that will enhance knowledge and bene-
fit members of society.

Who Mﬂﬁ research studies?

The person who is responsible
for the study is called the Princi-
pal Investigator (Pl). The PI
may be a Penn State faculty
member, staff person, or stu-
dent. The PI often works with a
team of research associates
who help carry out study proce-
dures. Members of the research team, depend-
ing on the type of study, might include a research
nurse, data coordinators, statisticians, or other
people who can carry out specific study-related
tasks.

Who PEUIENS a study?

All research with human participants conducted
at Penn State is reviewed and approved by an
Institutional Review Board (IRB). Penn State has
two IRBs at University Park that review all social
science and biomedical research conducted at all
of the campuses except the College of Medicine.
The College of Medicine has four IRBs that re-
view research conducted at the College and at
the Penn State Hershey Medical Center.

What is an W?

An IRB is a committee of individuals with scien-
tific and non-scientific expertise. The committees
are comprised mostly of Penn State faculty or
staff, but each committee also includes one or
more individuals from outside Penn State who
can bring a unigue community perspective to the
review of research. The diversity of IRB

membership is de-
signed to enable an
understanding of the
concerns and needs
of the Penn State
community  where
research occurs.

The IRB is responsible for the initial and con-
tinuing review of research studies to ensure
that research is conducted ethically and in
compliance with all applicable regulations.
The IRB reviews research to determine, among
other things:
- that the research will benefit the re-

search participants and/or society

that risks to research participants are

minimized

that participants are given the opportu-

nity to provide their informed consent,

and

that participants’ privacy is adequately

protected.

%ﬁ can | find out more about the IRB?

The websites of the research offices at both the
University Park campus(http://
www.research.psu.edu/orp/STUDY_LIST/
intro.htm) and the College of Medicine (http://
www.hmc.psu.edu/irb) are good sources of in-
formation for learning about the research proc-
ess and the IRBs’ responsibilities.
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Who can in aresearch study?

All research studies target specific groups of
individuals.  This helps ensure the safety of
research participants and makes it possible to
more easily answer the research question.

You must meet the criteria for a study in order

to participate. The gz
criteria for some re- g%
search studies are
very broad (e.g.,
women over the age
of 18). Others are
much more specific
such as those that
look at a specific disease.

What should | if | choose to partici-

pate in a research study?

What a research study asks a patrticipant to do
varies greatly depending on the type of study.

Your participation in a research study could in-
volve any of the following: completing a survey,
eating a special diet, engaging in an exercise
program, or taking an experimental medication.
The length of your participation can also vary
significantly from a one-time encounter to sev-
eral years. Before you agree to participate in a
study, the researcher will describe exactly what
you will be asked to do. The researcher will pro-
vide you with a consent form that includes a
written explanation of the research. You will be
asked to sign the consent form verifying you
understand what will be required of you.

Are there any ﬂ:f&to being in a research
study?

The amount of risk varies greatly depending on
the type of study. Studies asking you to com-
plete a survey may involve minimal risk such as
some uneasiness when answering the ques-
tions. Studies that ask you to participate in an
exercise regimen may involve some muscular
discomfort.  Studies using an experimental
medical procedure or drug can involve more
risks, as you could experience a bad reaction.
The researcher will clearly explain to you what
the possible risks of the study are before you
agree to participate. The risks will also be iden-
tified in the consent form that you will be asked
to sign.



