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Help us help you!

Using research to piece together the puzzle of

depression, bipolar disorder, and related illnesses

Participating in research is one of the most powerful ways to make a
difference in improving mental bealth care, and there are many ways to
get involved. We asked several researchers at the Depression Center to
provide their perspectives on research participation based on their many
years of experience developing studies and working with participants.

Why is research important?

Research is the only way that we can find new treatments and improve existing ones so they can
work better for more people living with mental health conditions. It's also how we learn about how
illnesses develop so we can create new approaches to to prevent them. None of the treatments we

have today for depression, bipolar disorder, anxiety, and other
conditions would exist without the knowledge gained from
research and the people who participated in those studies.

What is mental health research?

You may hear a lot about “clinical trials,” which test how
treatments work for people, but not all mental health research
falls in this category. Some “observational” or “basic science
studies” look at genetics or symptoms to learn more about
the underlying causes of illness. And not all clinical studies
are “drug trials.” Although some clinical trials test how well
medications work, others examine the effectiveness of other
types of treatment, like talk therapy or exercise.

Who can participate?
To make progress in mental health care, studies need

participation from men, women, and children of all backgrounds and ages, and people living with
certain medical conditions as well as people who are not (sometimes referred to as “healthy
controls.”). Not all studies fit everyone, however. “When we design a research study, we put the
criteria together in a specific way to answer specific questions, and you won't qualify if you don't
meet those specific criteria,” explains Vicki Ellingrod, Pharm.D., BCPP, whose research examines
the way in which genetic profiles may determine how people respond to medication. Criteria for a
study may include age, gender, or the treatments you are using. “Other studies may possibly put you
at unnecessary risk, so it may not be in your best interest to participate at that time,” she says. It's
important to note that even if one study isn't a good fit for you, there may be others that are.
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Study activities and safety

What will | be asked to do in a study?

It really depends on the study. Some studies involve being interviewed
or completing a survey about your condition or other topics. Others
might involve blood draws, brain imaging, or psychological tests. In

a clinical trial, participants may receive a treatment to see how well

it works for them — this could include medicine or talk therapy, or
making behavior changes (e.g. with diet or exercise) that might affect
mental health. All of these studies need participants, and you can
choose a study with activities that are a good match for you.

What's the time commitment?
“Research studies can last anywhere from minutes to decades,”
says Patricia Deldin, Ph.D. Dr. Deldin directs U-M’s Mood and
Schizophrenia Lab, and her
research examines the biological
aspects of cognition and emotion
in mood disorders, among other
things. Shorter studies might
involve completing a questionnaire
or giving a sample of saliva or
blood, or require a few hours of
observation or tests to examine
how a person reacts to certain
stimuli. Some of Dr. Deldin’s studies
that examine connections between
changes in sleep patterns and
mood ask participants to spend
several nights in the Depression
Center Sleep Lab.

Richard Dopp, M.D., who
researches the relationship
between depression, sleep, and
exercise among youth, notes
that his treatment studies usually last 12 weeks or more. Studies

that introduce new treatments such as medicine, talk therapy, or
changes to diet or exercise, typically require at least a few months to
determine how well the treatments are working.

“Sometimes we're interested in following people over the course
of their illness — or over their lifetime — to see how their illness has
changed or whether treatment worked over a long-term period,” Dr.
Deldin says. One such example is the Prechter Bipolar Longitudinal
Study, in which researchers analyze genetic information and track
participants” health over a period of least 10 years.

How is safety protected?

Research conducted by a university or major medical institution must
be reviewed and approved by a group of scientists and community
members known as an Institutional Review Board, or “IRB.” The IRB
must approve the research plan, or “protocol,” before any activities

may begin, and it monitors the study for its duration. “The IRB makes
sure potential risks will be managed properly and that potential
benefits are appropriate given the possible risks,” explains Stephan
Taylor, M.D., who, in addition to serving as vice chair of the IRB of the
U-M Medical School, conducts research on a variety of psychiatric
illnesses. IRBs scrutinize all parts of studies, including what
participants will do during a study, who will be working on the study
(and their qualifications), how the study will recruit participants, and
how the study team will protect privacy and the information collected.

Informed consentis a process of ongoing communication between
the research team and participants. It ensures that potential
volunteers are informed of all critical information they need to make
an informed decision about participating (such as procedures, risks,
and benefits) and that they have the opportunity to ask any questions
about the study or their participation. Signing an informed consent
form (which contains important information about the study) says that
you understand the information given to you and that
you agree to participate, but you always have the
choice to leave a study at any time, for any reason.

“The consent form is a mechanism for us to
communicate what we are doing in the research,
and to ask for voluntary participation, which means
you can leave the study if you feel uncomfortable, at
any point,” says Jon-Kar Zubieta, M.D., Ph.D., who
uses imaging technologies to examine changes in
the brain related to depression, substance abuse
disorders, and stress. “This ensures that the safety
of the participants is the most important part of the
whole process.”

“You should have no hesitation to contact the people
running the study if you have any questions related
to the research, or if you have had something
happen to you that you think might be part of the
research,” says Dr. Ellingrod.

Research risks and benefits

What are the potential benefits to participants? What are the risks?
All studies have risks and benefits. These will vary from study to
study, and they will also be different for different people. You should
always make sure you understand the risks and benefits involved in

a study so you can consider whether participating is right for you.
“For some studies, the potential risks may be very simple things like
having to travel, or even becoming bored, while other studies involve
procedures like neurosurgery that carry the risk of complications,”
says Dr. Deldin. Some people may be willing to expose themselves to
bigger risks if the possible benefits outweigh them, like undergoing a
newer procedure that has the potential to improve treatment-resistant
depression, for example. The important thing to remember is that the
risks and benefits of any study, however large or small, have been
carefully considered by the IRB that approved the study, and that



research activities will be tracked throughout the course of the study to
make participation as safe as possible.

For Julie Kaplow, Ph.D., ABPP, who researches grief, posttraumatic stress
disorder, and stress response in young people, “the main concern from
parents is that the questions we might be asking their children in our
study, such as questions about their thoughts and feelings related to the
death of a loved one, might be harmful to their child. \What we're finding
is that actually the opposite is true — many kids actually welcome these
questions, because it validates and normalizes their experience, and it
also often opens up more doors of communication between parents and
children, which is ultimately very helpful,” she says.

Many participants say the
greatest benefit lies in being

part of a team effort to search

for answers that can improve
lives. Participants have also

said that being in a study helped
them better understand their
own illness. In some cases,
participating in a research study
may also provide access to new
treatments before they are widely
available, additional medical care
at a reduced cost or no cost, and
compensation for contributing
one’s time and effort.

Are participants compensated?

“We do compensate our research participants for a number of our
studies. We know that they're busy, and that they have families and jobs
and responsibilities. And so we value that, and we try to compensate
them appropriately based on the time they spend with us, and what may
be asked of them in participating,” says Daphne C. Watkins, Ph.D., whose

research focuses on depression in men. Before you agree to participate
in a study, the research team will inform you of any compensation offered,
which may include money, gift cards, or other incentives.

“Certainly, this is not a way to make a living,” says Depression Center
Executive Director John Greden, M.D. “Compensation for participants’
time, their effort, or their willingness to do things that may be
uncomfortable — having blood drawn, or spending a night in the hospital,
for example — is really just a fair approach to saying ‘you have helped the
world of medicine and healthcare, and you deserve something in return.”

Why participate?

“The response from our participants
has always been extremely positive.
Why? Because in the process

of participating in research, our
patients learn more about their
iliness, and they also see the
progress in the field as far as the
efforts being made to understand
the illness. Both investigators and
participants learn a great deal

from each other and are very much
rewarded by the experience,” says
Dr. Zubieta.

Srijan Sen, M.D., Ph.D, who conducts
genetic research with the aim of refining screening methods and
developing more personalized treatments for individuals with depression,
says that participants in his studies are true partners who provide
invaluable insights into the research process. “Our participants are
truly excited about taking part in the research, and they make incredibly
constructive suggestions about things that we should be looking at

A Message from Our Director

John Greden, M.D., is the executive
director of the University of Michigan
Depression Center. His research
focuses on the long-term course of
depression and bipolar disorders,
stress biomarkers, and clinical
strategies to prevent recurrences
and help people attain and maintain
wellness. We asked him to discuss
the many ways that participants in
research are true difference-makers
in improving the lives of people with
depression, bipolar disorder, and
related conditions.

Your help is crucial in

Why do advances in depression and bipolar research rely on people to
participate?

To start with a few axioms, “knowledge heals,” and “all depressions
and bipolar disorders are not the same.” Each person has different
genes, different stresses, and different precipitating factors and medical
variables. This requires a “personalized” approach, rather than believ-
ing that “one treatment fits all.” Depression investigators are working
hard to generate the knowledge that will enable us to diagnose and
treat with this personalized approach. Itis so important, but, sadly, such
knowledge is not yet available. And it won't appear at all without the
participation of people who want to improve the situation for themselves
and for their generations of children and grandchildren to come. Why
people? These important clinical questions can’t be answered in test
tubes, laboratories, with microscopes, or with neuroimaging techniques
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Together, we can find answers to help improve lives.

that are important in their particular depression story that we haven't
thought about before,” he says. “The feedback has been enormously
constructive in helping us create better studies and improve our
confidentiality safeguards.”

Sheila Marcus, M.D., whose research involves working with at-risk
mothers and babies to prevent depression, says, “l think for most
people, participating is about giving back. If this illness has affected me

or has affected those that | love, how can | use this illness to help others

understand how to better treat it, how to prevent it, how to identify it,
how to reach out and help other children and adults with the illness?”

“In general, children thoroughly enjoy their participation in studies,”

Dr. Marcus says. “I think many kids by nature are very giving and
altruistic, and they enjoy the idea that they can give back and help other
kids out. Kids also often like the financial benefit that they receive for
participating in studies -- our teenagers in particular find that having

some additional pocket change is fun for them. And they
also seem to have a lot of fun with some of our studies where
they might be involved with imaging or computers or other
technical things.”

Dr. Dopp says of his young participants, “Some have told us
that they appreciate the time and interest that the research
faculty spends in getting to know them and what their
challenges are. Some enjoy the process of participating in
research and learning aspects of research methodology.
Others are happy to contribute to science and the greater
good. And some are just hoping to feel better.”

He notes that while some teen participants are initially
motivated by monetary incentives, their interest typically
evolves into something deeper. “Some like the idea of trying
something different and being involved in some cutting-edge
work. Others are getting benefits from research in terms of what they
learn about their depression, and learning life strategies that they can
use — for over the course of the research study and beyond.”

To learn more...
Visit UMClinicalStudies.org to
explore participation opportunities,
or call the U-M Mental Health

Research line at 734-232-0255 for a
brief screening to connect you to
studies that need your help.

the search for answers!

unless people are involved. Basic science studies admittedly guide all of
our studies with people, but without the latter, we won't ever achieve the
breakthroughs we need.

Why do people choose to participate in research?

| think the major motivation might be that they actually are doing some-
thing that will help themselves, others they love, or future generations. It
is a very noble motivation.

I've often heard participants say, “ am so honored to have done this.
Maybe we’'ll learn enough so that my children or grandchildren won't
have to struggle with the same things that | have experienced. If we
learn rapidly, maybe | will even benefit.” | smile when | think of this.
They are often convinced that their personal efforts might be responsible
for accelerating a breakthrough — and I believe they are often right!

What kinds of questions should someone ask hefore participating in a
research study?

The logical first question is — what are the benefits that this may pro-
duce? For me? For others? What are the risks? Will | have to stop other
treatments that | may be taking? Am | going to have to spend meaningful
time away from work, or will this take an hour of my time? Is it a survey,
or do | have to give blood or go through other kinds of tests? Might it be
something that will help us learn about new treatments that will poten-
tially help me or others in the long run?

In short, ask all the questions that you consider. And have your family
join in the “asking” process —and expect good answers.

We must work together if we are to find better diagnostic and treatment
approaches, and people—research participants—are essential team
members. Hopefully, if you are comfortable with what you've heard,
you'll say, “Count me in.”



Listed below are recommended
books on depression specifically
for men and for women. You can
find these books, media, and
many other resources at the
Friends Depression Education
Resource Center, located at the
east atrium of the Depression
Center building.

For Men:

I Don't Want to Talk About It:
Overcoming the Secret Legacy
of Male Depression
Terrence Real

Making Weight:
Men'’s Conflicts with Food,
Weight, Shape & Appearance
Arnold Andersen

For Women:

The Deepest Blue: How Women
Face & Overcome Depression
Lauren Dockett

Hunger Pains:
The Modern Woman's
Tragic Quest for Thinness
Mary Pipher

Pregnancy Blues: What Every

Woman Needs to Know About

Depression During Pregnancy
Shaila Misri

Saving Our Last Nerve: The Black
Woman'’s Path to Mental Health
Marilyn Martin

www.depressioncenter.org/

ResourceCenter

Depression Center Events

November 5, 2011, December 3, 2011, AND
January 7, 2012: Military Family Support Forum
12:00pm-2:00pm, Rachel Upjohn Building

4250 Plymouth Rd., Ann Arbor, MI 48109

A free monthly program for family members of OEF/

OIF service members or veterans (spouses, significant
others, children, parents, and other relatives). The forum
is moderated by professionals and includes a program
for children ages 0-17.

Lunch is provided. Please contact
Kate Bullard: 734-763-4904 or krharris@umich.edu

November 9: 16th Annual Raymond Waggoner
Lecture on Ethics and Values in Medicine
4:00pm, Ford Auditorium,

U-M Hospital, Ann Arbor

Laura Roberts, M.D., Stanford University, presenting
“In Becoming a Physician: Stresses and Strengths of
Physicians-in-Training.”

November 15: Bright Nights —Partnering for
Research: The Search for New Knowledge in
Mental Health

7:00-8:30pm, Ann Arbor District Library -
Downtown Branch

November 17: Depression Center Colloquium Series
11:45-1:30pm, Rachel Upjohn Building
4250 Plymouth Rd., Ann Arbor, MI 48109

Is Depression Contagious? New Findings on How Mental
Health Evolves in Social Networks and Populations

November 18: Michigan Summit on
Military Family Research
8:30am-5:00pm, Rachel Upjohn Building
4250 Plymouth Rd., Ann Arbor, MI 48109

MspPany

Visit www.m-span.org
for more information.

M Empower yourself.

University of Michigan
Health System

Get the resources, tools, and
> = information you need to manage
depression and bipolar disorder.

>

www.depressiontoolkit.org

Seeking new ways to guide
depression treatment decisions

One of the most difficult parts of treating
depression is discovering what treatments
will work. New research at U-M and other
sites around the country seeks to learn
more about why some people respond

to antidepressant medications better or
sooner than others so that treatments will

become more specialized to each person.

This research needs people with major
depression to participate by taking an FDA-
approved antidepressant medication and
completing in a wide variety of tests.

To learn more about this research, visit
UMClinicalStudies.org, or call the Mental
Health Research line: 734-232-0255.




If you wish to be added to or deleted
from our mailing list, please contact
depression@umich.edu or

(734) 232-0175.

Information about depression
is available online. Please visit our Web
site at www.depressioncenter.org.
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BIPOLAR RESEARCH PARTICIPANTS HELP PROPEL THE SEARCH FOR ANSWERS

New research at the University of Michigan is using stem cells (which have the ability to divide and develop
into many different cell types in the body) to study the causes and progression of hipolar disorder, with the
ultimate goal of finding new therapies for the disease. These studies are possible because of the contributions
of volunteers in the Prechter Fund’s Longitudinal Study of Bipolar Disorder.

The stem cells at the heart of this research are known as induced pluripotent stem cells, or iPSCs. iPSCs
are adult cells — in this case, skin cells donated by participants in the Longitudinal Study — that have been
“reprogrammed” with the ability to develop into cells found in other areas of the body, including the brain.

“We will be able to see if there are differences in how the neurons
of a person with bipolar disorder make connections, determine
how they respond to different medications and explore potential
deficiencies in signaling pathways,” explains Sue 0’Shea, Ph.D.,
a professor of cell and developmental biology at the Medical
School, who helps lead the research at the A. Alfred Taubman
Medical Research Institute Consortium for Stem Cell Therapies.

The Prechter Longitudinal Study has already collected more
than five years’ worth of data, and its bipolar genetics repository
contains more than 1,500 genetic samples from people with
bipolar disorder, as well as comparison samples from people
unaffected by the disease.

Induced pluripotent stem cells

The stem cell research begins as the Prechter Fund is preparing to mark its 10th anniversary this fall.

“I'mreally proud that over the last 10 years my hushand'’s legacy has grown to include the strides we're making
to understand bipolar disorder and find new treatments,” Wally Prechter, founder of the Prechter Fund, says.
“Bipolar is like any other iliness — cancer, diabetes, heart disease — and deserves the same urgency.”
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