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Safety is Top Priority for Precision Medicine Study

Following the closure of in-person clinical research activities by the Ohio State University (OSU)
Coordinating Center due to the COVID-19 pandemic at all clinical sites of the DCM Consortium
on March 15, 2020, the DCM Research Project is pleased that Precision Medicine Study family
member enrollment has been reactivated as of June 1, 2020. Each Consortium site will reopen
on-site study activities for further family member enroliment based on guidance from their local
Institutional Review Boards (IRB).

As DCM Consortium clinical sites reactivate in-person operations, we assure everyone involved
that the health and safety of research study participants, including those with and without DCM,
our internal study staff, and study staff across all DCM Consortium sites remains our top priority.
All centers will follow guidelines for healthcare professionals from the Centers for Disease
Control and Prevention, and as permitted by Consortium site IRBs, we will diligently conduct all
in-person enrollment procedures with the least risk possible.

Enrollment of family members remains an essential part of the Precision Medicine Study, and
we thank all of our participants for helping us reach 73% of our family member enrollment goal
(see page 3). We will continue enrolling family members of currently enrolled patients through
April 30, 2021. Please see the article below for more information on proband enroliment.
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DCM Precision Medicine Study Moves Forward
during COVID-19 Pandemic

Proband enrollment closed, family member enrollment continues,
and the science takes off!

We hope that this Summer 2020 issue of the
DCM Beat finds you and your family in good
health! The COVID-19 pandemic has impact-
ed each of us in different ways. In the last
newsletter, we shared some of the ways that
the DCM Precision Medicine Study activity
has been impacted. Here we provide an
update on how the study continues to move
forward despite the recent changes made to
keep study patients, families, and staff safe
during this unprecedented time.

As of March 15, 2020, the Precision Medicine
Study had achieved nearly 95% of proband
enrollment overall, including a diverse
representation meeting 86.5% of the African
Ancestry and 100% of the Hispanic and
European Ancestry proband enrollment
targets. To date, 1,234 probands, 43% of

Final Proband Enroliment

= European Ancestry
= African Ancestry
= Hispanic

whom are female, have been enrolled. With
these successful enrollment numbers, we
have collected the necessary information to
answer the scientific questions that the study
was designed to address.

Article continued on page 2.

This displays our final proband enrollment as of
March 15, 2020. Our goal was to enroll 1,300
probands in the Precision Medicine Study,
including a diverse representation of 46%
European Ancestry (EA), 46% African Ancestry
(AA) and 8% Hispanic probands.



DCM Research Project Future Planning

DCM Precision Medicine Study Moves Forward During COVID-19

(Article continued from page 1)

Therefore, because of our enrollment success prior to
COVID-19, and due to continued research activity closure
at many DCM Consortium sites throughout the country,
proband enrollment has been closed for the remainder of
the Precision Medicine Study. Continued enrollment
activity will focus on expanding existing families of
currently enrolled probands. Please help us continue to
make this data set even more robust by helping us expand
your family’s representation in the study and inviting them
to participate!

The DCM Research Project:
New and Future Study Planning

As previously announced, the
DCM Research Project is
continuing preparatory activities
for the recently funded Cardiac
Magnetic Resonance Imaging
(CMR) and the Speckle-
Tracking Echocardiography
(STE) studies.

advanced

These
techniques, will build upon the current data set in the
Precision Medicine Study, with primary goals of identifying
early signs of DCM in family members at-risk for DCM.

studies, both utilizing imaging

While the current study and new imaging studies are big
steps toward better understanding DCM genetics, our
work is far from done. We are also planning for the future.
A grant application is currently being prepared to continue
and build upon the efforts of the current DCM Precision
Medicine Study. This continuation is titled “The DCM
Precision Medicine Study - II,” or “PM-II”" for short.

In PM-Il, we will continue to enroll and study family
members of currently enrolled probands, and the scientific
focus will be on expanding the genetic analysis.
Specifically, while the current study analyzes exome data
for rare variants in 35 known DCM-associated genes,
PM-II will take steps to expand beyond only rare variants
in the current gene list.

The central hypothesis of PM-II states that in addition to
single gene, rare variant causes, DCM also has a multiple
variant background, consisting of rare and common
variant combinations. This hypothesis will be tested
through rigorous genetic analysis on the exomes of
probands and family members enrolled in the study. More
updates to come on PM-Il. Stay tuned for additional
information in future newsletters.

With the support of this decision from the OSU Coordinat-
ing Center, program officials at the National Heart, Lung,
and Blood Institute, and Principal Investigators at our
Consortium sites, we are confident that this is the best
decision for the research program. Further, with a
complete proband data set, we are now able to focus on
the science. We look forward to sharing the very
important, exciting, and impactful findings with our
community, including all of you, in the near future as we
begin to analyze this now complete proband data set!

Request For Your Updated Contact
Information and Preferences

We are currently collecting up-to-date email addresses
and method of contact preferences from all DCM
Research Project study participants. As we continue the
DCM Precision Medicine Study and prepare for future
DCM research studies (see article to the left), there are
times when we will need to communicate with you. This
may include a request for new genetic information, an
invitation to participate in new DCM study opportunities, or
communication of new genetic discoveries of DCM
causes.

It is also important that the DCM Research Project
provides each one of our research study participants with
timely and up-to-date information on relevant study news
and changes in operations.

We have typically used phone and mail as our primary
method of reaching out to study participants, and we
realize that this may no longer be the preferred way for us
to get in touch with you. Some participants have already
opted to receive communications, including this
newsletter, from us through email.

Please email us at DCM.Research@osumc.edu or call
us toll-free at 877-800-3430 with the information
below:

1. Your up-to-date email address.

2. Your preference for method of communication
(phone, text or email).

3. Your preference for receiving this newsletter (email
or mail).

We look forward to hearing from you soon and continuing
to share exciting DCM Research Project information and
updates with you! Thank you in advance for providing this
information to the DCM Project Team.
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DCM Research Project Updates

DCM Consortium to Continue Enrolling Family
Members through April 2021

In 2015, the DCM Research Project
received funding from the National
Institutes of Health for the Precision
Medicine Study. This family-based
study includes the enrollment of
1,300 patients (probands) affected
with idiopathic DCM and their 2,600
family members.

Proband enrollment is complete as of
March 15, 2020, after enrolling 1,234
probands, or 95% of our goal (see
article on page 1). This includes the
enrollment of 609 European Ancestry,
519 African Ancestry, and 106
Hispanic probands.

For the remainder of the study,
through April 30, 2021, we will focus
our recruitment activities exclusively
on the enrollment of family members
of currently enrolled probands. We
have already reached 73% of our
target! Enrolling family members of all
races and ethnicities is essential to
our research and understanding the
genetics of DCM.
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DCM Precision
Medicine Study:
What to Know

As of June 15, 2020, we have
reached 73.0% of our 2,600 family
member enrollment target.

Particularly if you are a proband with
no family members enrolled in the
study, please invite and encourage
them to participate. As always, reach
out to our team with any questions
about the process for enrolling in the
Precision Medicine Study. Thank you
to all of the families who make this
important  family-based research
possible.

DCM Consortium Now Includes 27 Active Sites

We are very pleased to have 27 sites across the United States that are eligible
to enroll participants in the Precision Medicine Study. Each site will reactivate
family member enrollment per the instructions from their local Insitutional
Review Board during the COVID-19 pandemic. A Principal Investigator with
expertise in DCM, heart failure and advanced therapies leads recruitment and

clinical activities at each site.
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DCM Precision Medicine Study Map as of June 15, 2020.

3 their genetic testing result after

5 Key Points to Remember

OSU is the coordinating site for
the Precision Medicine Study.
Contact study personnel at OSU
(877-800-3430) or at the site
where you were consented.

We will contact all participants
annually by phone and request
completion of a survey. This will
help us learn how you communi-
cate with family about the genet-
ics of DCM.

We will inform participants of

enrollment. If results are nega-
tive, we will also inform enrolled
family members.

Medical guidelines recommend
cardiovascular screening of
first-degree family members of
individuals with DCM. These
are simple and painless proce-
dures that can be accomplished,
at no cost, through the Precision
Medicine Study at any of our
active sites on the map.

The Precision Medicine Study
is a family-based study, so ALL

to participate. Enrollment of
family members is easy and
requires only one clinic visit either
at a participating site or with their
own provider.

DCM runs in families and can
be silent for months or years!
When silent, DCM can only be

found with a heart check.

first-degree family members
5 are welcome and encouraged

July 2020 |DCM Beat

www.dcmproject.com

<)



DCM Beat
BULLETIN BOARD

¢ ] CLINICAL GENETIC TESTING?

While our research continues even after a research result is identi-
fied in a family, we recommend that all individuals with DCM
consider undergoing clinical genetic testing. Clinical genetic
testing is done similarly to any other blood test that is ordered
by your doctor and sent out to a laboratory. Your results would
be provided to your doctor. According to medical guidelines
for the evaluation of cardiomyopathy, clinical genetic testing
can be a complex process. Therefore, referral to a center
expert in genetic evaluation should be considered. We can
help you identify a clinic that offers genetic counseling and
testing for DCM.

If you have undergone clinical genetic testing outside of this
study and have results, please provide us with a copy of your
results for our database.

This information will help us in our approach to identifying
the gene or genes that may be causing DCM as well as
how these mutations lead to DCM. Please contact us
(toll-free) at 877-800-3430 or email Elizabeth Jordan,
MMSc, LGC at elizabeth.jordan@osumc.edu.

MEDICAL UPDATES

If anyone in your family is newly diagnosed with heart
problems, please let us know. Similarly, if you or anyone in
your family has had heart or genetic tests performed,
regardless of results, we would be interested in receiving
copies. Please contact us and we will send you a medical
records release form. If we have already sent you medical
record release form(s), please send us the completed
form(s) as soon as possible.

CONTACT INFORMATION UPDATES

If you have moved or have a new phone number or email
address, please let us know. Call 877-800-3430 or email us
through the “Contact Us” page on our website:
www.dcmproject.com. This way we can get in touch with
you for any follow-up and continue to send you our
newsletter.

” Go PAPERLESS!

If you would like to receive our newsletter by email, please
contact us with your email address, and we will be pleased
to add you to our email mailing list. You may also opt out of
receiving a paper copy of this newsletter.
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