The Brilliance NT1 Studies

Clinical Research Studies for Narcolepsy Type 1

qm Purpose of the
Brilliance NT1 Studies

The Brilliance NT1 Studies are researching the safety and
effectiveness of an investigational study drug taken by mouth
for the potential treatment of excessive daytime sleepiness
(EDS)* and cataplexy’ symptoms in adults diagnosed with
narcolepsy type 1 (NT1).

‘ About the Study Drug

The study drug, called ALKS 2680 (also known as alixorexton),
is an orexin 2 receptor agonist that may improve symptoms

of sleep disorder, such as EDS and cataplexy in adults with NT1.
ALKS 2680 is an investigational treatment that has not been
approved by any health authority, such as the Food and Drug
Administration (FDA) in the US.

During the studies, participants will be chosen at random to
receive either the study drug or a placebo, which looks just like
the study drug but contains no active medicine. The study drug

and placebo are tablets taken daily.

k&’b Study Participation

In-person visits 8
Phone calls 7
Mandatory overnight visits 3

Length of participation Up to 22 weeks

Completing electronic

diaries and questionnaires Athome

The Brilliance NT1 Studies consist of:

Prescreening Period: This period lasts two weeks.
Interested individuals will attend a visit to see if they meet
the requirements to screen for these studies.

At this visit, individuals will read the informed consent
form (ICF) and complete questionnaires.

Screening Period: This period lasts up to six weeks.
Participants will be evaluated to see if they are eligible
to participate in these studies.

A two-week medication washout occurs during this
period, meaning participants will stop taking their standard
narcolepsy medication for two weeks and will be closely

monitored by the study team.

During this period, one mandatory in-clinic overnight stay
is required, and participants will undergo a sleep study
(polysomnography) and a Maintenance of Wakefulness Test.
Treatment Period: This period lasts up to 12 weeks.
Participants will be randomized to receive one of two doses
of the study drug or a placebo to be taken by mouth.
Two mandatory in-clinic overnight stays are required
during this period for the sleep studies and Maintenance
of Wakefulness Tests.
Safety Follow-Up Period: This period lasts two weeks.
After participants stop taking the assigned study treatment,
the study team will continue to check on their health.

Each participant will receive either the study drug or the placebo,
as well as study-related medical exams and study-related
laboratory tests, at no cost. Compensation for time and travel may
be available. Talk to the study doctor or visit BrillianceStudies.com

to learn more.

Participants who take part in the Brilliance NT1 Studies will
have the option to enroll in a separate long-term study where
all participants will receive the study drug for up to two years.
Separate eligibility criteria apply for this long-term study.

B uiigibility Criteria

Eligible participants must:
Be 18-70 years of age

Experience EDS and cataplexy that
impacts your ability to do everyday tasks

Have a confirmed diagnosis of NT1

Not have symptoms of narcolepsy because of another
medical condition

Not have untreated or uncontrolled sleep apnea

There are additional eligibility criteria, which the study team
will discuss with participants.

For more information, please visit BrillianceStudies.com.

4R

Clinical research studies aim to answer specific questions about whether medicines work in the volunteers who take them. z

*EDS: persistent and excessive drowsiness or fatigue that occurs during the day, even after getting a good night’s sleep.
‘*Cataplexy: sudden episodes of muscle weakness triggered by strong emotions or sudden actions such as laughter, anger, or surprise.
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