Welcome to the NASH Study

This clinical trial is sponsored by a
pharmaceutical company

Welcome to the
NASH Clinical Trial
Our team is here to support you throughout this study.
This booklet will explain what you can expect as a
participant. Our clinic is conducting the NASH
Clinical Trial which is evaluating the safety and effectiveness
of the study drug, an investigational medication for people
with NASH (nonalcoholic steatohepatitis). This trial will test
the study drug compared to placebo. A placebo looks like the
study medication but contains no active ingredient.
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Clinical Trial Overview
The study will last up to 16 months, including Screening, Treatment and
Follow-up Phases. There will be up to 16 visits.
Study Phase

Duration

Number
of Visits

Description

Screening

About 6
weeks

About 3

Determines whether you are eligible to
participate
You will be assigned at random to 1 of 4
treatment groups:

• 12 visits
Treatment

About 54
weeks

• 3 telephone
contacts
between
selected
visits

• 3 of 4 treatment groups will receive
the investigational medication
(75% chance)
• 1 of 4 treatment groups will receive
placebo (25% chance). A placebo looks
like the investigational medication, but
does not contain any active medication
There will be a period of time where
everyone receives placebo

Follow-up

About 4
weeks

About 1

Assesses your overall health after you’ve
completed the study treatment

Screening
During the Screening Phase, the study team will ask you questions about
your medical history and perform a variety of evaluations. They will also
explain the study requirements and answer any questions. After the
Screening Phase, the study doctor will determine whether you are eligible
to participate.

Treatment
If you meet the eligibility criteria for this study, you will enter the
Treatment Phase.
You will be randomly assigned to 1 of 4 groups:
• Groups 1, 2, and 3 will receive the investigational medication (each
group will receive a different dose)
• Group 4 will receive a placebo (a placebo looks like the investigational
medication, but does not contain any active medication)
There will be a period of time when all participants receive placebo.
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Follow-up
At the end of the study, there will be a follow-up visit about 4 weeks after
you’ve stopped taking the investigational medication. During this visit, the
study team will evaluate your overall health.

Taking the Investigational Medication
The investigational medication is given by injection. You or your
caregiver will give 2 injections every 4 weeks during the Treatment Phase.
Once the Treatment Phase begins, we will show you or your caregiver
how to give yourself the injections so that you feel comfortable with
this process.
Some weeks, you or your caregiver will give the injections at home. Other
weeks, you or your caregiver will give the injections at the study site in
front of a study team member. The study team can provide more details.
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The Patient Diary
You will be given a diary to document the date and time you receive your
injections at home. The study doctor or a member of the study team will
provide you with instructions on how to use the patient diary.
Remember to bring your diary to each study visit so the study team can
review it.

Clinical Trial Assessments
Throughout the clinical trial, the study team will do a variety of assessments
to help determine whether the investigational medication is safe and
effective. The team will monitor your NASH and your overall health.
Investigational medication and study-related doctor visits will be provided
at no charge. Some study visits may include evaluations such as the
following:
• Physical exam and medical history
• Review current and previous medications
• Blood and urine (pee) samples
• Saliva (spit) samples (these will be collected at home)
• Discuss your health and how you are feeling
• Discuss your diet, exercise habits, and how much alcohol you drink
• Electrocardiogram (ECG, also called an EKG)
• Liver biopsy*
• Magnetic resonance imaging (MRI) scan*
• Dual x-ray absorptiometry (DXA) scan*
* You may need to go to a different medical office for some of these assessments.

You will not be allowed to eat or drink anything except water for at least 8
hours before some study visits. This is called fasting. The study team will
tell you when you need to fast before a study visit.
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Visit Checklist
Use this checklist to make sure you’re ready for all your study visits.
48 hours before your visit:
•

No strenuous exercise (such as weightlifting, running, cycling, etc)

The morning of your visit:
•

Follow the direction provided by the study doctor regarding which
medications you are allowed to take on the days of your visits

Bring to your visit:
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•

Vials of the investigational medication (used and unused) in
packaging. Note: Remember, at most visits, the investigational
medication will be administered during the study visit

•

A list of your current medications/supplements

•

Your saliva (spit) sample, when required

•

Your patient diary within your spiral-bound notebook

•

This Study Welcome Guide

Study Visit Calendar
Please use this calendar to keep track of your visits throughout the study.
For those visits that require fasting, you may not eat or drink anything except
water for at least 8 hours before the study visit.
Visit

1

Date

Time

Approximate
Visit Duration

Comments
Fasting required; collect saliva (spit) sample and return to
study site as directed

Site Telephone
Contact

2

MRI

3

Liver biopsy, if required

4

DXA Scan

5

Fasting required; collect saliva (spit) sample and return to
study site as directed

Site Telephone
Contact

6

Fasting required

7

Fasting required; collect saliva (spit) sample and return to
study site as directed

8

Fasting required

9

Collect saliva (spit) sample and return to study site as
directed

10
11

Fasting required; MRI, collect saliva (spit) sample and return
to study site as directed

Site Telephone
Contact

Take study medication as directed and measure body weight
on the morning of the telephone contact

12
Site Telephone
Contact

13
Site Telephone
Contact

Collect saliva (spit) sample and return to study site as
directed
Take study medication as directed and measure body weight
on the morning of the telephone contact
Fasting required; collect saliva (spit) sample and return to
study site as directed
Take study medication as directed and measure body weight
on the morning of the telephone contact

14

Collect saliva (spit) sample and return to study site as
directed

15

Fasting required; liver biopsy, DXA Scan, collect saliva (spit)
sample and return to study site as directed

Follow-up

16
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Reminders About Medications
After you sign the Informed Consent Form (or similar document), the
study doctor may get you to stop taking certain medications. Except in
the case of an emergency, it’s important that you don’t start any new
medications without first notifying the study team.
Remember to tell the study team about:
• New prescription medications
• New over-the-counter supplements/medications
• Medication changes—for example, if you stop taking a medication or
start a new dose

Common Clinical Trial Terminology
Here are a few key terms to help you understand what to expect during
the MK-3655-001 Clinical Trial.
Dual x-ray absorptiometry (DXA) scan: A type of X-ray to
measure your bone health and body fat.
Electrocardiogram (ECG): A test to check your heart’s
electrical activity.
Liver biopsy: A NASH diagnosis can be made or confirmed with a liver
biopsy. It is a procedure that uses a needle passed through the skin to
remove a small piece of the liver so it can be tested for signs of disease.
You may need to go to a different medical office for this procedure. If you
did not have a liver biopsy within 6 months before entering the study,
you will have one during Visit 3. You will also need one at the end of the
Treatment Phase during Visit 15. If you have questions about the liver
biopsy, the study doctor can provide you with more information.
Magnetic resonance imaging (MRI): A type of scan that uses strong
magnetic fields and radio waves to assess your liver.
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My Questions for the Study Team
If you think of any questions for the study team between your visits, write
them down below so you can remember to ask them at your next visit.
Of course, if it’s an urgent matter, contact the study team immediately.
Remember: Don’t make any changes to your medications without first
discussing it with the study team. If medication changes are made due to
an emergency, please notify the study team immediately.
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Whom to Contact with Questions
If you have any questions, please contact the study doctor or another
member of the study team. We are here to support you throughout the
study.
Your study doctor
Name:
Phone:

Your study nurse
Name:
Phone:

Other contact
Name:
Phone:

Study location
Address:
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Thank you for participating in the NASH Clinical Trial.
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