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Join a real-world research study for early Alzheimer’s disease today

How do | get more
information?

To find out more, please contact the

study team using the information
provided here. Study participation
is voluntary. By contacting us, you
are under no obligation to take part

in the study.

Austin Regional Clinic
ARC Four Points
Visit ARCclinicalresearch.com

Call 737-247-7240
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This brochure contains information about
the TRAILBLAZER-REAL US Study.
This information should help you decide
whether you, or someone you know, may
want to take part in the study.

What is a real-world
evidence study?

A real-world evidence study is done to
gather more information about a new
medication. Real-world evidence studies
help doctors and scientists to learn more
about the new medication’s use

in everyday life or in new situations.

Deciding to take part in

a research study is an
important decision. If you
have any questions, you can
contact the study team using
the information provided

in this brochure.

About the
TRAILBLAZER-REAL US Study

Alzheimer’s disease (AD) causes changes
in the structure and chemistry of the
brain. This can cause symptoms such

as memory loss, confusion, and trouble
finding the right words or thoughts.
There is currently no cure for AD, but
researchers are looking for treatments

to slow the disease or stop it from
getting worse.

This study is looking to learn more
about how well a new medication (study
medication), when given alongside the
usual care, works compared with usual

care alone for people with early symptoms
of AD in the real world.

Why is this study important?

Real-world studies are important because
they can help doctors and scientists learn
more about how a medication works
when used in everyday care, rather than
in a clinical trial. These studies can also
help doctors and scientists understand
how the medication affects outcomes
that are especially important to patients
and their caregivers.



What will this study involve?

If you take part in the TRAILBLAZER-
REAL US Study, you will receive either
the study medication along with your
usual care, or you will receive usual

care alone.

*  Whether you will receive usual care
alone or study medication plus usual

care will be based on your research site.

* Usual care represents the standard of
care that you would receive outside
of a research setting.

If you receive the study medication, it

will be given by intravenous (IV) infusion.

This means the study medication is given
directly into a vein in the arm.

Screenlng
period
(up t0 90 days)

*  You will visit the study
center to see if the study
is suitable for you.

Based on the study center you

are participating in, you will be placed

into 1 of 2 groups:

Usual care
group
(up to 5 years)

*  You will receive your usual care as
directed by your healthcare team.

* A caregiver (your study partner)
should be available to answer some
questions by telephone about every
6 months during this time.

/

*  You will receive the study medication
for up to 18 months along with
your usual care. Study medication
is administered every 4 weeks.
Administration of study medication
after 6 months will be per

investigator discretion.

* After you have completed the study
medication, you will receive your
usual care as directed by your
healthcare team.

* A caregiver (your study partner)
should be available to answer some
questions by telephone about every
6 months during this time.



Who can take part?

You may be able to take part if you:
* are 60 years of age or older

e are under care for presumed mild
cognitive impairment or mild
dementia stage of AD

have a reliable study partner who
you are in frequent contact with
(and who will be available by
telephone at designated times).

What else do | need to
consider?

The study team will explain
the possible benefits and risks
of the study.

You do not have to take part in the
study if you do not want to.

If you choose to take part in the study,
you can stop participating at any time.

Participation in the study treatment
group is not the only way to get
access to the study medication, but
if you are in the study treatment
group, treatment will be provided
at no cost to you.

Participation in the study usual care
group does not prevent your physician
prescribing and you receiving the
treatment at a later time if you decide
it is right for you.

A team of doctors and nurses will
monitor your health carefully during
the study.

An Institutional Review Board
(IRB)/Ethics Committee (EC) has
reviewed this study. An IRB/EC
protects the rights, safety, and
well-being of the participants.






