Do you or someone you love have
Prader-Willi syndrome (PWS)?
Harmony Biosciences is seeking people ages
6-65 with PWS to enroll in a clinical trial
We will be studying the safety and impact of an
investigational medication on excessive daytime sleepiness,
cognition, and behavioral function in people with PWS.

What is required?

Your participation in the trial lasts approximately 4 months. During that time, there are 5 planned visits.

Patient

Caregiver

If you are a patient...
At your visits, you’ll participate
in sleep tests and have general
check-ins on how you’re feeling.
You’ll also need to keep a sleep diary
for the first 2 weeks, and a dosing
diary once you start treatment.

If you are a caregiver...
You’ll attend all visits with the patient
and help provide information to the
trial researchers.

Visit 2

Initial screening
and start your
2-week sleep diary.

Take nighttime and
daytime sleep tests to
confirm your eligibility.
If you’re eligible, you’ll
begin to take your
medication (once daily
in the morning upon
wakening) and keep
a dosing diary.

SCREENING

DAY 1

Visit 1

Visit 5

At your last visit,
you’ll take the
daytime and
nighttime sleep
tests again and
decide whether
to continue on
the medication.

Visits 3 & 4

The next two visits are check-ins,
which can be done at the site or in your
home with a nurse.
DAY 22

DAY 50

DAY 77

All Visits

If you’re the caregiver of someone with PWS, here are some things you should know about your role:
You’ll need to
accompany the
patient to all visits.

You may need to
help make sure the
patient keeps their
sleep and dosing
diaries up to date.

You will be asked
to complete
questionnaires
on the patient’s
symptoms and
your own caregiver
burden.

The trial site will
check in with
you via phone
between visits.

Where is the trial?
THERE ARE

10 Trial Sites
Around the US

WITH MORE TO BE ADDED

Travel expenses to
the site most convenient to
you will be reimbursed by
Harmony Biosciences

Current Sites:
• San Diego, CA
• San Ramon, CA

• Aurora, CO
• Wilmington, DE

• Gainesville, FL
• Chicago, IL

• Baltimore, MD
• Nashville, TN

• Houston, TX
• Salt Lake City, UT

More to consider
Long-term
Safety
Trial

Clinical trials are essential for the development of new treatments.
Every new medication and treatment starts with volunteers participating
in clinical trials. In addition to testing new treatments, clinical trials provide a
scientific basis for advising and treating patients.
• After the completion of this trial, participants will have the option to enter into
the long-term safety trial to continue to help researchers collect information.
• If you choose to continue, you will have periodic check-ins with the trial site
and continue to receive the trial drug.

LEARN MORE!
Contact clinicaltrials@harmonybiosciences.com to learn more.

More about
We are dedicated to developing and commercializing therapies for
patients living with rare neurological disorders who have unmet needs.
Learn more at www.harmonybiosciences.com.
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