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INTRODUCTION 

A Phase 3/4, Multinational, Multicenter, Double-Blind, 
Placebo-Controlled Clinical Study to Evaluate the Efficacy 
and Safety of Aramchol in Subjects with Nonalcoholic 
Steatohepatitis (NASH) The ARMOR Study 

Aramchol-018 
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Gal med Research and Development Ltd. 
16 Tiomkin Street, Tel Aviv, 6578317 Israel, 

Dina Halegoua-DeMarzio, MD 
132 S 10th St, Suite 5850 
Philadelphia PA 19107 

215-503-2545
215-955-8900 (24 hours)

You are being invited to take part in a study called the ARMOR Study that evaluates an 
investigational drug for Nonalcoholic Steatohepatitis (NASH). 

Your participation is voluntary. Before agreeing to participate, it is important that you 
understand why this research is being done and what it will involve. The purpose of this 
informed consent form is to tell you about the study so that you can make an informed 
decision about whether to participate. This form describes the purpose of the study, 
what will happen during the study and when, potential risks and benefits of participating, 
any alternatives to participating in the study such as available treatments for your 
condition, and your rights as a participant. Throughout this informed consent, ARMOR is 
called the "study" and you may be referred to as "you", the "patient", "subject" or 
"participant." 

Please read this form carefully. Take your time to ask the study doctor or study staff as 
many questions about the study as you would like. The study doctor or study staff can 
explain words or information that you do not understand. Reading this form and talking 
to the study doctor or study staff may help you decide whether to take part or not. You 
may also discuss your possible participation in the study and alternatives to participating 
in the study with others (such as your health care provider, relatives, friends and family 
doctor). 
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This research study and informed consent form have been reviewed by the applicable 
Institutional Review Board (IRB). 

The informed consent process will begin with conversations between you and the study 
staff. If you then decide to participate, you give your official consent by signing and 
dating this form in the dedicated section at the end of the document. You will be given a 
copy of the signed document to use as an information resource throughout the course 
of the study. 

The study is being conducted on behalf of Galmed Pharmaceuticals Ltd. Your doctor is 
being compensated for his/her services related to the study by Galmed Research & 
Development Ltd. The Sponsor of the study is Galmed Research & Development Ltd. 

BACKGROUND AND PURPOSE 

You have been asked to participate in this study because it is suspected that you have 
Nonalcoholic Steatohepatitis (NASH). NASH is a chronic liver disease caused by the 
build-up of too much fat in the liver, along with inflammation and liver damage. As 
NASH progresses, it may cause scarring of the liver and liver failure. 

This research is studying Aramchol, an investigational new drug made by Galmed 
Pharmaceuticals Ltd., as a possible treatment for NASH. An investigational drug is one 
that has not been approved by regulatory agencies (such as the US Food and Drug 
Administration (FDA)) for commercial use. 

Previous studies with Aramchol have shown that it may be an effective treatment for 
NASH, since it may reduce the amount of fat stored in liver cells and potentially 
reduce/prevent disease progress including liver damage and scarring. 

The purpose of the current study (the ARMOR study) is to evaluate the effect of twice 
daily Aramchol 300mg on NASH and NASH-related complications compared to placebo 
and to examine its safety. 

NUMBER OF SUBJECTS/ LENGTH OF PARTICIPATION 

This study will enroll a total of 2000 subjects at approximately 200 clinical sites 
worldwide. 

In order to participate in this study, you must be between 18 to 75 years of age, 
overweight or obese, with pre-diabetes or type 2 diabetes. All participants will be 
required to have a diagnosis of NASH confirmed on liver biopsy by the study central 
pathologist (an expert doctor who is responsible for examining the biopsies from all 
study participants). The pathologist will also evaluate biopsy samples for scarring, also 
known as fibrosis. Fibrosis is scored from 0-4, where stage O equals no fibrosis, and 
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stage 4 is the severe form of fibrosis called cirrhosis. Only NASH subjects with fibrosis 
stage 2 or 3 will qualify to be included in this study. 

Treatment assignment: 
In this study you will receive either the investigational drug containing the active 
ingredient of Aramchol or a placebo. The placebo is a pill/tablet that looks like the 
Aramchol pill/tablet but is does not contain the active ingredient in Aramchol. 

In this document, whenever the term "study drug" is used, it refers both to Aramchol and 
to placebo. 

This is a double-blinded study which means that you, the study doctor and the study 
staff will not know whether you are receiving Aramchol or placebo. The study doctor can 
find out what drug you are receiving in case of an emergency. 

Eligible subjects will receive treatment which will be assigned by chance (like drawing 
straws) to one of the following study groups: 

• Aramchol 300mg twice daily
• Placebo twice daily

Your chance of receiving Aramchol is twice as high as your chance of receiving placebo 
(2:1 ratio); that is, you have a 67% chance of receiving Aramchol (the active treatment) 
and a 33% chance of receiving placebo. 

Study duration and participation duration: 
The study will begin with an eight-week screening period during which time it will be 
checked whether you qualify for the study. Following screening, you will only be invited 
to continue taking part in the study if you meet all the eligibility requirements. 

The actual date when the study will end will only be known during the study. The study 
is intended to end 5 years from the time that the last subject was enrolled, although it 
may end earlier. Therefore, it is not known today exactly how long you will be in the 
study. This depends on when you will start the study and when the study will end. It is 
expected that you will be in the study for about 5-8 years. 

In addition to a screening liver biopsy, during the study you will undergo a liver biopsy 
after 1 year and at 5-years. Year 1 data from 1200 subjects will be analysed by the 
Sponsor. Based on this data Aramchol may be approved for commercial use, but this 
will not end the study. The study will continue in its double-blind design. You will 
continue in the study until the study ends and you will receive the treatment that you 
have originally been assigned to (Aramchol or placebo) even if the drug is approved for 
commercial use. Data collected from the entire duration of the study will be used to 
assess if Aramchol had a positive impact in treating the disease and its complications. 

Page 3 of 28 
IRB Version 3.0 
Aramchol-018/ARMOR Study English Main Master ICF, Version 1.0, dated 01 Aug 2019 
English Main ICF for USA version 2.0, 21Aug2019 



IRB APPROVED 
AS MODIFIED 

Feb 27, 2020 

If you take the study drug (Aramchol or placebo) until the end of the study and the study 
is successful, you may be provided an option to continue follow-up in a study in which 
all subjects will receive Aramchol. 

You should also be aware that the Sponsor can stop the study at any time. Your doctor 
or the Sponsor may also end your participation in the study at any time for reasons 
including your medical condition. 

STUDY PROCEDURES 
If you agree to participate in this study, study staff will start screening evaluation by 
performing certain tests to determine if you are eligible for the study. These tests will be 
performed and analyzed during the screening period. The screening period may take up 
to 8 weeks. If you are found eligible, you will be invited to come for a baseline visit 
where you will receive the study drug for the first time. After the baseline visit, you will 
have follow-up visits at weeks 4, 8, 12, 24, 36, and 52 (1 year). After the first year, you 
will have visits every 4 months (16 weeks), until the end of the study. 

Additional unscheduled visits, assessments and procedures, including blood tests, 
imaging (for instance, ultrasound, fibroscan, MRI) as well as liver biopsy, might be 
requested by your study doctor for safety or other reasons. Your study staff will perform 
most of the study evaluations and procedures at the study site, but you will be referred 
to another facility if specific procedures cannot be performed at the study site (for 
instance, fibroscan, liver biopsy). 

Visit Details 

Screening Visit 
This is the first visit of the study in which you will get a detailed explanation about the 
study. You will be asked to read, understand and sign this consent form. You should 
ask your study doctor or the study staff any questions that you may have to help you 
decide whether to participate in the study. 

You will move ahead with the screening evaluation process for the study only if you give 
your consent by signing and dating this informed consent form. 

It is important that you be completely truthful with the study doctor and staff about your 
health and about all medications you are taking, so that the staff can make sure you 
truly qualify for this study. Please inform the study staff about any allergies you may 
have. 
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o Personal information (such as age, race and gender, use of tobacco, drug
and alcohol use)

o Medical history
o Medications you are taking or have taken in the last year and a half. The

study staff will also explain about medications you should not take during
the study

o Lifestyle habits including dietary and exercise habits

• Physical Examination:

o Measurement of your vital signs (temperature, blood pressure, heart rate,
breathing rate)

o Physical examination as well as height, weight and waist circumference
o Electrocardiogram (ECG), a test that measures and records the electrical

activity of the heart

• Laboratory tests:

You will be asked to fast (no food or drink, except water) for B hours before
the test.

During the screening visit approximately 45ml (9 teaspoons) of blood will be
collected. The following examinations will be performed:

o Routine and extended laboratory testing, including hematology and
biochemistry

o Hepatitis B and C as well as HIV (the virus that causes AIDS).
Positive results will be reported to local health authorities according to
local regulations.

o Thyroid tests (to measure how well your thyroid gland is working)
o Coagulation (clotting) tests (to check the ability of your blood to clot)
o A pregnancy blood test will be performed for women who may be able to

become pregnant. The result of the pregnancy test must be negative in
order to participate in this study.

o Blood test for better understanding of NASH and how Aramchol works will
be taken and stored for future analysis

o Collection of a urine sample for routine testing

• A non-invasive liver ultrasound (e.g. fibroscan) that estimates the severity of
liver disease (fatty change and scarring).
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o Based on the results of the screening tests and procedures above, a liver
biopsy will be performed. The biopsy will be examined by the study central
pathologist to determine whether you qualify for the study.
If you already have a previous biopsy (from approximately the last 5
months), this might be used instead.

o If you are taking blood thinners (anti coagulation drugs), your study staff
may ask you to stop them for a short time before your biopsy.

During this visit you will be asked to consider providing a blood sample for genetic 
testing. This will be explained to you in more detail on a separate informed consent 
form. Your decision whether to agree or not, will not have an impact on your ability to 
participate in this study. 

After you finish all required screening activities, the study staff will decide if you qualify 
for the study. The study staff will let you know if you qualify, in which case you will be 
asked to continue with the study visits. 

Starting from the screening visit and for the entire study, the study doctor and 
staff will monitor your medical condition. 

If you experience any symptoms, unwanted (adverse) events, a change in your 
condition or if you have been hospitalized, please contact the site and inform the 
study staff. 

Additionally, you should inform the study staff of any change in your 
medications, including discontinuation of a routine medication, beginning a new 
medication or a change in dose. 

Please inform any medical care personnel you visit, about your participation in 
this study. 

Routine Study Visits 
Once you have qualified for the study, you will start attending study visits, starting with a 
baseline visit, continuing with visits at weeks 4, 8, 12, 24, 36, 52 (1-year) and then every 
4 months until the end of the study. 
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Below are details and explanations about activities and procedures that will be 
performed during the study visits. Detailed activities scheduled for each visit are 
presented below in table 1. 

• Clinical Assessments:

You will be asked about any changes in your health and unwanted
(adverse) events as well as changes in medications or new medications
(including over-the-counter medications), since the last study visit

• Physical examinations:

Physical examination including weight, waist circumference and your vital
signs (temperature, blood pressure, heart rate, breathing rate) will be
measured, and Electrocardiogram (ECG) will be performed

• Laboratory tests:

o Routine and extended tests including haematology and chemistry
o Thyroid function, coagulation/blood clotting and glycemic /blood sugar

parameters
o Blood sample for better understanding of NASH and how the study drug

works will be taken and stored for future analysis
o Sample to determine the concentration of the study drug in your blood. This

type of testing is called pharmacokinetics (PK). The samples will be stored for
future analysis

o If you are a woman who may be able to become pregnant, a urine and/or
blood pregnancy test will be done at each visit and if you or your doctor
suspect you might be pregnant. The result of the pregnancy test must
be negative for you to continue in the study.

o If you agreed for genetic analysis and signed the separate ICF, a blood
sample for this purpose will be taken

Between 15-55ml (3-11 teaspoons) of blood will be collected each visit, 
depending on the specific tests, as explained in the table below. 

All blood tests are performed under fasting condition. You will be asked to 
fast (no food or drink, except water) for 8 hours before any of the 
scheduled study visits. 
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A non-invasive liver ultrasound: Starting from week 84, you will undergo imaging 
every 8 months (every other visit) in order to monitor your liver condition. 

• Liver Biopsy: In addition to the screening biopsy, you will have a liver biopsy at:

o 52 weeks
o 5 years
o If you stop participation before the study is over, you might be requested to

have end-of-study biopsy
o Your study staff may recommend an additional liver biopsy if he/she suspects

worsening of your disease (for example based on fibroscan results)

If you are taking blood thinners, your study staff may ask you to stop them for a 
short time before your biopsy. 

• Study drug: During the visit your study staff will give you the study drug. The first
dose will be taken during the baseline visit according to the study staff's
instructions. You will be given detailed instructions on how and when to take the
study drug, how to store it at home, and what to do in case you forget to take the
drug.

These instructions are detailed in the STUDY DRUG section of this form. 

Unscheduled Visits and Tests 
An unscheduled visit may be performed at any time during the study at your request or 
at the request of your study staff (for example to follow up on unwanted events, 
suspected pregnancy, for additional or repeat examinations, laboratory testing, or study 
drug dispensing). 

Early Discontinuation Visit 
If you decide to stop taking the study drug or if your study staff requests that you stop 
taking the study drug, you will be invited to the site for an early discontinuation visit. 

The early discontinuation visit includes activities and tests like those performed at 
routine study visits. In addition, during this visit you must return all unused tablets in 
their original bottles and all empty bottles. 

You may be asked if you are interested in staying in the study and be followed without 
taking the study drug. If you agree, you will attend your next visits according to 
schedule, however you will not receive the study drug. 

If you experience any symptoms, unwanted (adverse) events or a change in your 
condition, please contact the site and inform the study staff even if you are NOT taking 
the study drug. 
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After your 36-week visit, the study staff will contact you by telephone 4 weeks before 
your next visit. You will be asked about any changes in your health, unwanted events, 
medications you are currently taking, as well as changes and new medications since 
your last study visit. You will also be asked if you have been taking the study drug as 
prescribed each day. If missed any dose, please inform the study staff. 
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Table 1 - Study Visits & Activities 
The following table provides information about study visits and their planned activities. 

Under each visit, an "X" marks each procedure that is planned for that visit. 

Procedures/visits Screening Baseline 4W aw 12W 24W 

Clinical Assessment 
Questions about 
personal and medical X 

information 
Questions about 
symptoms, adverse 

X X X X X X 
events and 
medications 
Questions about diet 

X X X X X X 
and lifestyle 
Study drug 
administration and X X X X X 

tablet count 

Physical Examination 

Vital Signs X X X X X X 

Physical examination X X X X X X 

Height X 

Body weight and 
X X X 

waist circumference 

ECG X X X X X X 

Blood Tests 

Total blood in 
9 tsp 11 tsp 

4 4 
5 tsp 

11 

teaspoon (1tsp=5ml) tsp tsp tsp 

Page 10 of 28 

IRB Version 3.0 
Aramchol-018/ARMOR Study English Main Master ICF, Version 1.0, dated 01 Aug 2019 
English Main ICF for USA version 2.0, 21Aug2019 

36 W 
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X 
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X 

X 

X 

3 tsp 

Every 
52W 

16W 

X X 

X X 

X X 

X X 

X X 

X X 

X X 

8 tsp 11 tsp 

Early 
SY Disconti-

nuation 

X X 

X X 

X X 

X X 

X X 

X X 

X X 

11 
11 tsp 

tsp 
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End-of-Study 

X 

X 

X 

X 

X 

X 

X 

11 tsp 



Procedures/visits Screening Baseline 4W aw 

Routine including 
hematology and X X X X 

biochemistry 

Pregnancy test x1 X X X 

Hepatitis and HIV 
X 

exposure 

Thyroid function X 

Coagulation/Clotting X X 

Glycemic parameters 
(Fasting Glucose, X X 

HbA1C, HOMA-IR) 

Study Drug level (PK) X X X 

Samples for better 
understanding of the 

X X 
NASH and how the 
study drug works 
Blood sample for 

X 
genetic analysis2 

Urine test X 

Liver Biopsy X 

A non-invasive liver 
ultrasound to asses X 

flbrosis4 

12W 24W 36 W 52W 

X X X X 

X X X X 

X 

X X X X 

X X X 

X X X X 

X X 

X 

Every 
SY 

16W 

X X 

X X 

X X 

X X 

X3 X 

X3 X 

X 

X3,4

Early 
Disconti-
nuation 

X 

X 

X 

X 

X 

X 

X 

X 
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End-of-Study 

X 

X 

X 

X 

X 

X 

X 

1. Pregnancy blood test is required during screening. A pregnancy test will be performed at least every study visit and if
pregnancy is suspected during the study.

2. Blood sample for genetic analysis- Only for subjects who have consented to this testing. If not obtained at baseline
visit, the sample may be drawn at any time during the study.

3. Assessments will be done every other visit (every 8 months)
4. Based on the results, a biopsy may be advised by the study staff
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• Keep all study visit appointments, be available for each of the scheduled
telephone visits and return any telephone calls from the study staff

• Report to your study staff if:

o You feel any new symptoms, a change in your condition or unwanted events,
whether or not you suspect these are related to the study drug

o You underwent any medical evaluations out of the scope of this study
o You are hospitalized
o You become pregnant (from the time you sign this consent document until 30

days after the last dose of the study drug)

• Continue to take your usual medicines, and notify the study staff when you take
new medicines, change the dose of any medicines or stop any medicines,
including over-the-counter, vitamins and medicines prescribed by another doctor

STUDY DRUG 

• Drug supply

o The study drug will be provided to you at each study visit during the entire
study period

o During the visit your study staff will give you the study drug to take home with
you. You will receive enough tablets to last until your next visit (usually 1-4
bottles).

o Each bottle contains 70 tablets of either Aramchol 300mg or matching
placebo

o Each bottle contains a bit more than one-month supply. Finish all tablets in
one bottle, before starting with the next one

o Keep any unused tablets of the study drug and empty bottles. They must be
returned at your next visit.

o This study drug is only for your personal use. Do not pass it on to others

• Drug storage and return

o Keep the study drug at room temperature in a cool, dry place. Do not
refrigerate.

o Keep out of reach of children
o Keep the study drug in the original bottles
o Return any unused study drug tablets and empty bottles on your next visit
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o During your baseline visit you will take the first tablet of the study drug
according to the study staff's instructions and under their supervision. From
this day on, you will be required to take the drug at home by yourself

o Take one tablet in the morning after a meal and one tablet in the evening
after a meal.

o On the day prior to your next visit:

■ If your visit is scheduled to be during the morning hours, do not take your
first (morning) tablet on the day of a study visit. You only need to take the
tablet as usual in the evening before the visit and tell the study staff the
time you took it. You will take the morning dose at study site, after blood
test have been completed, following a meal. Take the second tablet in the
evening as usual.

■ If your visit is scheduled to be during the afternoon hours, you should take
the morning dose as usual and should tell the study staff the time you took
it.

• What if you forget to take the study drug?

o If you didn't take the study drug as scheduled, you should inform the study
staff about the dates you missed.

o If you forgot to take the study drug in the morning, do not make up for the
missed doses. Take only the next pill at its usual time.

o Do not take more than two tablets at the same day

VOLUNTARY PARTICIPATION I WITHDRAWAL 
Your decision to participate in this study is voluntary. You may choose not to take part, 
or you may leave this study at any time and for any reason without penalty or losing 
benefits that you are otherwise entitled to and without any effect on your eligibility to 
receive medical care. 

If for any reason you decide to stop taking the study drug, you should notify your study 
staff immediately and a discontinuation visit will be scheduled. 

Your doctor or the Sponsor may end your participation in the study at any time for 
various reasons, including the following: 

• Medical condition
• If you fail to follow study requirements
• If the study is stopped by the sponsor or the FDA
• Pregnancy
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If you discontinue study participation, no further samples will be collected from you. 
However, your data and samples that were already collected will be used for the study. 
The Sponsor will retain or use your data and samples as necessary. 

You may ask to delete your data and destroy your samples; however, this request is 
subject to certain exceptions and will be assessed as necessary to comply with 
applicable legal or regulatory requirements; or as necessary to maintain the integrity of 
the study. 

RISKS, SIDE EFFECTS AND/OR DISCOMFORTS 
Since the study drug is investigational, when taken alone or together with medications, 
there may be side effects that are currently unknown. All drugs have a potential risk of 
an allergic reaction, which if not treated promptly, could become life threatening. 

We will follow you closely and keep track of any unwanted effects and it is important 
that you inform your doctor or study staff if you experience any new symptoms, a 
change in your condition or unwanted events and if there is any change in your 
medications 

To date, Aramchol was shown to be safe in studies in both animals and humans. As of 
the end of 2018, nearly 400 adults, including healthy individuals as well as patients with 
nonalcoholic fatty liver disease (NAFLD) and NASH were treated with Aramchol in a 
number of research studies. Aramchol doses ranged from 30-900 mg/day and treatment 
durations varied from single administration to as long as 12 months. Aramchol was 
found to be safe over the range of doses given. Most adverse events (unwanted 
medical events) in these studies were mild and subjects recovered. In a recent study in 
NASH patients, 101 patients took Aramchol 400 mg once-daily, 98 patients took 
Aramchol 600mg once-daily and 48 took placebo for 12 months. Very common adverse 
events (occurred in more than 10% of patients in any study arm) were: headache, 
urinary tract infection, constipation, nausea and pruritus (itching) 

Aramchol 300mg twice a day as used in this study, was assessed in a small study with 
16 healthy subjects for ten days. In this study Aramchol was safe and blood levels of 
study drug were higher than when 600mg was administered once daily. It is believed 
that this may increase the potential effectiveness of Aramchol which is why this dose 
was selected for this study. 

Blood Draw: 
Possible side effects from blood drawing include faintness, swelling of the vein, pain, 
bruising, or bleeding at the site of puncture. There is also a slight possibility of infection. 

Liver Biopsy: 
A liver biopsy is an invasive procedure where a small piece of liver tissue is removed so 
that it can be examined under a microscope for signs of disease and its progress. 
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A liver biopsy is usually performed by passing a thin needle through the skin of the 
abdomen and into the liver to obtain a small amount of liver tissue. Liver biopsy is 
generally performed under local anaesthesia which is injected to the skin over the liver. 
Sometimes the biopsy is performed under sedation (medications that make you feel 
sleepy/drowsy). 

Liver biopsy risks and complications may include: 

• Pain and discomfort located at or near the puncture site or radiating toward the
right shoulder region. The pain sometimes requires pain medication and usually
disappears after a day or two. Also, there might be some pain, redness or
sensitivity at the site of the local anaesthesia which usually disappears within a
day.

• Bleeding and bruising at the biopsy site.
• Serious complications are rare and include severe bleeding from the liver,

infection or injury to an organ near the liver such as the right lung, gallbladder,
bowel or kidney. These complications may need further treatment, blood
transfusion or surgery. Death as a result of complications from this procedure is
very rare (around 1 out of 10,000 cases).

• The local anaesthesia used can rarely cause a life-threatening allergic reaction.
• If the biopsy is performed under sedation you will need to have a responsible

adult to drive you home.

Your study staff will discuss the biopsy procedure with you and will explain the required 
preparation, procedure duration and follow up as well as possible risks and 
complications related to the procedure. 

Prior to the procedure, please remember to inform the staff about any allergies 
you may have and medications you are currently taking. 

If you experience any symptoms, unwanted (adverse) events, a change in your 
condition after the biopsy, please contact the study staff. 

Fasting: 
Fasting for 8 hours could cause dizziness, headache, stomach discomfort, or fainting. 

Electrocardiogram (ECG): 
Skin irritation is rare but could occur during or after an ECG from the electrodes or gel 
used. 

Placebo: 
If you receive placebo, you will not be receiving an active drug and your condition may 
stay the same or become worse. 
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The effect of Aramchol in pregnant or breastfeeding women is unknown. 

Taking the study drug may involve unknown risks to a pregnant woman, an embryo, 
fetus (unborn baby) or nursing infant. Therefore, if you are pregnant, plan to become 
pregnant or are breast feeding, you cannot be in this study. If you are a woman who is 
able to have children, you will be required to use birth control during the study and for 
30 days after your last dose of the study drug. Appropriate effective methods of birth 
control will be discussed with you. During the screening period to the study, you will 
have a pregnancy test to make sure you are not pregnant. This test will required a blood 
sample. You will be required to have additional pregnancy tests at other times during 
the study that will require a blood or urine sample. You will be told the result of the 
pregnancy test(s). If you become pregnant during the study, you must stop taking the 
study drug and tell the study personnel immediately. You will be discontinued from the 
study and we will be asked to be followed through your pregnancy and the pregnancy 
outcome and this will be shared with the Sponsor. 

If you suspect you might be pregnant, stop taking study drug immediately, 
perform a pregnancy test and report to your doctor the result. 

If you do become pregnant and want to know if you have been taking Aramchol or 
placebo, this information will be provided to you. 

Should you become pregnant, it is expected that you will obtain and follow good medical 
care. You will be responsible for all routine pregnancy-related expenses. 

BENEFITS 
Aramchol is an investigational drug. Previous studies with Aramchol have shown that it 
may be an effective treatment for NASH, since it may reduce the amount of fat stored in 
liver cells and potentially reduce/prevent disease progress including liver damage and 
scarring. 

However, there is no guarantee that you will receive any benefits as a result of 
participating in this study. 

Your participation in this study may provide information on the investigational drug that 
may benefit NASH patients in the future. 

ALTERNATIVES TO PARTICIPATING IN THE STUDY 
There are currently no approved medications for NASH. Current approved treatment 
options focus on lifestyle modifications including diet and exercise, as well as the 
treatment of diabetes, elevated cholesterol and triglycerides and high blood pressure. 
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A 2018 guidance from the American Association for the Study of Liver Diseases 
recommends a reduction in body weight of 3%-5% to achieve improvement in liver fat 
and a body weight reduction of 7%-10% to improve other features of NASH, including 
fibrosis. 

The guidance also recognizes the use of a number of medications available for other 
uses and treatment modalities such as Vitamin E, Pioglitazone and bariatric surgery for 
the improvement of liver disease in patients with biopsy-proven NASH and fibrosis. Your 
doctor can provide more information regarding the risks and benefits of these therapies. 

If, during the course of this study, a new medication is approved or recommended for 
the treatment of NASH you will be notified by your study doctor or study staff. 

NEW FINDINGS 

You will be informed by the study staff of any new important information that is 
discovered during this study that is related to your condition or that may influence your 
willingness to continue participation in the study. You may be asked to sign a new 
consent form that shows that you have been informed of this new information. 

CONFIDENTIALITY AND DATA PROTECTION 

To do this study, we need to collect, use, and share your personal health information. 
This form will explain why your information is being collected, what information will be 
collected, and who will have access to it. By signing, you are giving us permission to 
use your information as described in this form. 

Your identity as a participant in this research study will be kept private and confidential 
as follows. You will be assigned a unique subject number. This unique subject number 
will be used, instead of your name or other information that can directly identify you, to 
report all your study related results. This is called coded data, which is data that is 
partially anonymized. The link between the subject number code and your name or 
other information that can directly identify you, will be kept safe at the institution to 
ensure that your identity remains confidential according to standards under applicable 
data protection regulations. 
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There is a risk of loss of confidentiality in research studies. We are committed to 
respecting your privacy and to keeping your personal health information confidential to 
the extent possible. Your personal health information includes the information in your 
health care records and information that can identify you. For example, personal 
information may include your name, address, phone number, social security number, 
and medical information. The personal health information that may be collected, used, 
and shared for this research includes: 

• Information from your medical records
• Demographic information such as name, gender, birth date, ethnicity, medical

history, and health care providers
• Physical examinations, procedures, tests, labs, your medical conditions, and

medications you use
• Information collected about any research related injury
• Information about mental health, sexually transmitted diseases, HIV, AIDS, drug

and alcohol use, genetic test results, and other sensitive information
• Demographics including race and ethnicity (required if the research is federally

funded), labs, imaging results (e.g., x-rays), questionnaires, photos, video, audio
and any other information/results collected for this study.

Your personal information will be used by and shared with the following: 

• Personnel at Thomas Jefferson University and its affiliates for the purpose of this
research

• Institutional Review Boards (ethics committees that review research) including
Copernicus

• Health insurance providers
• Galmed Research and Development Ltd. (sponsor), which is providing money

to the researcher to carry out this research
• Research monitors hired by the sponsor to oversee the study and review health

care records to ensure study-related information is correct
• Government Agencies like the Food and Drug Administration (FDA)
• An organization such as a contract research organization (CRO) that has been

hired to coordinate the study (Covance)
• Public health authorities who monitor such things as sexually transmitted

diseases, HIV, AIDS, child abuse, as required by law
• Groups monitoring the safety of the study such as a data and safety monitoring

committee
• Any third-party partner or researcher as required by the Sponsor
• Others as required by law

The study team may only transfer your data outside of the institution in either a coded, 
de-identified or fully anonymized manner (except if the law requires otherwise). Your 
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personal information will be disclosed subject to strict adherence with confidentiality 
obligations, according to the applicable laws and regulations. When your personal 
information is provided to some of the people listed, it may no longer be protected under 
the HIPAA privacy law. You can see your health care records at any time. However, 
generally you will not be able to see your study records or the study results until the 
study is completed. A copy of this signed form, information about this study, and the 
results of any study test or procedure may be included in your health records which may 
be seen by your insurance company and your health care providers. 

This authorization does not have an expiration date. If you want to end your permission 
to collect your information, please inform the investigator in writing. If you do this, no 
more information will be collected, but the information already collected will still be used. 
If you end your permission to use your personal information, you will not be able to 
continue in this study. 

It will be generally possible to access some summary-level information about all the 
participants, which does not specifically identify you, without applying for permission. 
The information from this study may be published in scientific journals or presented at 
scientific meetings, but you will not be personally identified. 

A description of this clinical trial will be available on http://www.C/inica/Tria/s.gov, as
required by U.S. Law. This Web site will not include information that can identify you. At 
most, the Web site will include a summary of the results. You can search this Web site 
at any time. 

Your private information and specimens, with the identifiers removed, could be used for 
future research studies or distributed to other researchers for future research studies 
without your additional permission. 

FUTURE USE OF SPECIMENS 

Your bio specimens (such as blood samples, liver biopsy) collected during this study 
may be stored and used for future research other than this study for the advancement of 
human health. 

Any personal identifiers will be removed, so that the samples become re-identified or 
anonymized under applicable data protection regulations and cannot be linked to you. 
As a result, we will also no longer be able to re-identify or destroy these samples. 

Samples may be shared with Investigators, including investigators from collaborating 
institutions or other investigators outside the team for such new research, with outside 
non-profit academic investigators as well as with for-profit pharmaceutical investigators 
or commercial entities, with whom tile Sponsor collaborates. 
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Apart of the genetic informed consent, you will not be asked to provide additional 
informed consent for the use of your de-identified samples in future research unless 
required according to relevant laws and regulations. 

Sponsor and its collaborators may use accumulated data (e.g., not per patient data) and 
other information collected during the study without any personal identification exposure 
for research, company presentation, and other purposes in accordance with applicable 
law. 

DATA PRIVACY RIGHTS 

You have the right to request correction of your personal information if it is inaccurate or 
incomplete. In addition, if required by your country's laws, you will have the right to 
access, copy, or to receive a copy of your personal data. You also have the right to 
object to or restrict our processing of your data. However, some of these rights may be 
limited during and potentially after the study as necessary for research integrity 
purposes and according to applicable laws and regulations. 

To make these requests, please contact your study doctor. 

In the event you have additional questions about your rights and the processing of your 
personal information, you may contact the study staff. 

The right to have your information deleted or to impose restrictions to the use and 
processing of your data, are limited as detailed in the VOLUNTARY PARTICIPATION/ 
WITHDRAWAL consent section above. 

DATA AND SAMPLES RETENTION 

Your personal data will be stored for 25 years after completion of the Study or as 
required by local law. 

Your biological samples collected for study will be retained and archived as it supports 
the study. Retention period would be as long as the quality of the preparation permits 
evaluation or to confirm an original result. It can be until the final study results have 
been reported or even later. Some samples may have future research value as 
described in the FUTURE USE OF SPECIMENS section above. Destruction will be 
subject to applicable state or local laws for disposal of biological waste. 

Samples will be initially stored at: 

BARC Laboratories - NWHL 
450 Lakeville Rd 
Lake Success 
New York 
USA 
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Clinical trial policy insurance to cover the Sponsor's legal liability in respect of a claim 
made by subjects for injuries that directly result from the study drug or procedures 
required by the study protocol will be maintained by the Sponsor. Sponsor has obtained 
insurance coverage for this study as required by the local laws and regulations of the 
locations in which the study will take place. 

PAYMENT FOR INJURY 

There is a possibility that you could have research-related injury, which is an illness or 
an injury that is directly caused by the study drug or a study procedure performed in 
accordance with the study protocol. If you have a research-related injury, reasonable 
and necessary medical care will be available to you. The cost of care for the research
related injury will be paid by the sponsor of the study. 

There are no plans to provide other compensation beyond that which is listed in this 
informed consent form. You will not lose any of your legal rights by signing this form. 

If you are injured as a result of your participation in this study you should alert your 
study doctor immediately. Your study doctor will discuss the available medical treatment 
options with you. 

STUDY COST 

There will be no study related items or services billed to you or your insurance 
company. You may be responsible for other costs. There is no plan to pay you for lost 
wages, lost time from work, personal discomfort, or for injuries or problems related to 
your underlying medical condition(s). If you receive a bill that you think is wrong, please 
contact the research personnel. 

You will be responsible to pay for your travel to and from the study site and other out-of
pocket expenses such as parking. 

WILL I BE PAID TO TAKE PART? 

You will receive $50.00 for each completed study visit. You will receive $150.00 for 
each completed visit when a liver biopsy is required. 
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• who cannot be unfairly influenced by people involved with the trial,
• who attends the informed consent process, and
• who reads the informed consent form and any other written information supplied

to the subject.

Note: One copy of this signed and dated informed consent form will be given to the 
subject for his/her records and future reference and the original will be placed in the 
subject's record in the study doctor's site file. 
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Federal regulations give you certain rights related to your health 
information. These include the right to know who will receive the 
information and how it will be used. The study doctor must obtain your 
authorization (permission) to use or release any health information that 
might identify you. 

WHAT INFORMATION MAY BE USED AND SHARED? 

The study doctor and study staff will use and share your health information 
as part of this research study. Except when required by law, you will not be 
identified by name, address, telephone number or other facts that could 
identify the health information as yours. 

Examples of the information that may be used are: 

• Medical records (from any doctor, hospital or other healthcare
provider)

• Information created or collected during the research. This could
include your medical history, and dates or results from any physical
exams, laboratory tests or other tests.

WHO WILL RECEIVE INFORMATION ABOUT YOU? 

The study doctor and study staff will share your personal health information 
with: 

• the sponsor, including persons or companies working for or with the
sponsor

• Independent/Institutional Review Board (IRB)
• the institution where the research is being done,
• the U.S. Food and Drug Administration (FDA)
• Department of Health and Human Services (DHHS) agencies
• other regulatory agencies
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WHY WILL THIS INFORMATION BE USED AND/OR GIVEN TO 
OTHERS? 

The sponsor and the groups above will use your health information: 

• to complete this research
• to evaluate the results of the study
• to check that the study is being done properly
• to obtain marketing approval for new products resulting from this

research

IS MY HEALTH INFORMATION PROTECTED AFTER IT HAS BEEN 
GIVEN TO OTHERS? 
Your health information may be further shared by the groups above. If 
shared by them, the information will no longer be covered by this 
Authorization. These groups are committed to keeping your health 
information confidential. 

WHAT IF I DECIDE NOT TO ALLOW THE USE OF MY HEAL TH 
INFORMATION? 
You do not have to sign this form. If you do not sign this form, you cannot 
take part in this research study. 

MAY I WITHDRAW OR REVOKE (CANCEL) MY PERMISSION? 
YES. You may withdraw your permission to use and disclose your health 
information at any time. You can do this by sending written notice to the 
study doctor. If you withdraw your permission, you will not be able to 
continue being in the research study. 

WHAT HAPPENS IF I WANT TO WITHDRAW MY AUTHORIZATION? 
Information that has already been gathered may still be used and given to 
others. If you withdraw your permission, no new health information will be 
gathered unless you have a side effect related to the study. 

If you withdraw from the study but do not withdraw your Authorization, new 
health information may be collected until this study ends. 
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The information in the authorization was accurately explained to, and 
appeared to be understood by the subject. Authorization was freely given. 

Printed Name of Impartial Witness 

Signature of Impartial Witness Date 

*Impartial Witness: If the subject cannot read, the signature of an Impartial
Witness is needed.

An impartial witness is: 

• a person who is independent of the trial,
• who cannot be unfairly influenced by people involved with the trial,
• who attends the informed consent process, and
• who reads the informed consent form and any other written

information supplied to the subject.
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