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introduction

This leaflet is for patients considering, or taking part in, 
the SOUL clinical study. It may also be of interest and 
help to family members and friends. Remember you can 
always ask your study doctor/ research team if you have 
any questions or concerns.

This leaflet contains the following:

5  Clinical studies 
Answers to common questions  
about clinical studies 

13  The SOUL study 
Brief information about  
the SOUL study 

22  My notes 
Space for your notes
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Who can participate?

Some studies involve people with a certain disease or 
medical condition; others target healthy volunteers. 
Each study has a specific set of criteria which is used to 
identify the right participants; for example, age, gender, 
current treatment and medical conditions.1

How do I take part in studies?

You might see or hear an advertisement recruiting for a 
clinical study, or your doctor might suggest a study to 
you. You can volunteer for a study if you meet the criteria. 
The study team must provide you with both verbal and 
written information about the study, including details 
about possible risks and benefits. This is to ensure that 
you understand the key facts before deciding whether 
or not to participate in the study.1 Finally, you must 
sign an informed consent form. After you have signed 
the consent form, the doctor or researcher conducting 
the study must determine if you are eligible for that 
particular study.

1  Clinicaltrials.gov website. Understanding clinical trials.  
Available from: https://clinicaltrials.gov/ct2/about-studies/learn#WhatIs  
[accessed Oct 2018]

clinical  
studies What is a clinical study?

A clinical study is a scientific investigation which 
looks at medications, treatments or devices to see 
if they are safe and effective. Each study aims to 
answer specific questions and to find better ways 
to prevent, diagnose or treat certain conditions, 
such as diabetes.1
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What is an informed consent form?

An informed consent form is a document that explains 
the study to you and, after all your questions are 
answered by the doctor/research team, you must sign 
to confirm your decision to take part. The informed 
consent form is not a contract, and you may withdraw 
from a study at any time.1

1  Clinicaltrials.gov website. Understanding clinical trials. Available from: 
 https://clinicaltrials.gov/ct2/about-studies/learn#WhatIs [accessed Oct 2018]

What are the benefits of participating?
There are several potential benefits to taking part in clinical 
studies – you can:

• take on a more active role in your own healthcare1

•  gain access to optimal medical treatment and adherence to 
standard of care1

• get expert medical care at leading healthcare facilities1

• help others by contributing to medical research1
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What are the risks?

Clinical studies can only take place after satisfactory 
information has been gathered on the safety of the 
medication. However, there are still potential risks:

•  New products may have side effects or risks  
unknown to the doctors1

•  New products may prove to be ineffective or less 
effective than current treatments1

•  The study may require more of your time and 
attention than normal treatment, including trips to 
the study site, more treatments, hospital stays or 
complex dosage requirements.1

Do I get paid?

While healthy volunteers in some early-stage clinical studies 
are paid, most clinical studies do not involve monetary 
payment. However, travel costs are often reimbursed.

How is my safety protected?

The health and safety of participants is the first priority in a 
clinical study. The research teams must follow strict ethical 
and scientific rules and all studies must be approved by 
the country or area authorities and an independent 
ethics committee. During a study, you will have ongoing 
appointments with a doctor/research team and access to 
expert medical care. This enables you to act immediately if 
you are concerned about any potential side effects.

1  Clinicaltrials.gov website. Understanding clinical trials. Available from: 
 https://clinicaltrials.gov/ct2/about-studies/learn#WhatIs [accessed Oct 2018]
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What happens during a clinical study?

The clinical study process depends on the type of study 
being conducted and will be explained to you by a doctor. 
Participation often means more tests and clinic visits 
than normal. Sometimes the research team will call you 
between visits and may also follow up with you after the 
study has ended. Aside from clinic visits, study participants 
are able to continue with normal everyday life.

Can a participant leave a clinical study  
after it has begun?

Participation in a clinical study is always voluntary. A 
participant who wishes to withdraw may do so at any 
time, although it is advisable to discuss your decision 
with a member of the research team.
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the 
SOUL 
study

SOUL is a clinical study which involves approximately 9,642 
people with type 2 diabetes from 34 countries and areas 
worldwide. It will begin in the middle of 2019 and will last 
up to 5 years. SOUL is a placebo-controlled study, which 
means that throughout the study you will receive either 
semaglutide or a placebo (i.e. an inactive medication) in 
addition to your regular diabetes medication.

What is the purpose of SOUL?
Type 2 diabetes is associated with a high risk 
of developing serious heart disease such as 
stroke and heart attacks. Data from an earlier 
clinical  study have shown that treatment 
with injectable semaglutide reduces the risk 
of stroke and heart attack in people with 
type 2 diabetes.² Another study indicates that a 
similar effect may be obtained with semaglutide 
tablets.3 SOUL has been designed to evaluate if 
these findings can be confirmed.

2  Marso SB et al. Semaglutide and cardiovascular outcomes, 
efficacy and safety in type 2 diabetes. N Engl J Med 2016;375:1834–44

3  Novo Nordisk. Press release. Available from: https://www.novonordisk.com/
media/news-details.2226789.html [accessed Jan 2019]
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What is semaglutide in a tablet form?

Semaglutide is a medication belonging to the glucagon-like peptide-1 
(GLP-1) medication class. Drugs belonging to the GLP-1 medication class 
are normally given as an injection. Clinical studies have been completed 
showing that the injectable version of semaglutide may help to control 
blood sugar levels in patients with type 2 diabetes. 

In this study, semaglutide will be given as a tablet, taken once a day. The 
tablets have an extra component that helps to transport semaglutide 
from your stomach into your bloodstream. Not all patients in the SOUL 
study will receive semaglutide, some patients will receive a placebo. 

What is GLP-1? It sounds complicated!

There are a number of available medications that can help regulate your 
blood sugar levels. One way to help your body produce its own insulin 
is by taking a medication similar to a natural gut hormone your body 
produces called GLP-1.

GLP-1 is produced in your gut in response to eating. GLP-1 tells the 
pancreas to increase the amount of insulin in your body, which then helps 
move the sugar into your cells (see Fig. 1, Step 1).

In addition, GLP-1 is helpful in telling the liver, the sugar-storage centre 
of the body, to stop releasing sugar into the blood when it is not needed 
(see Fig. 1, Step 2).

At the same time, GLP-1 can help you feel full for a longer amount of time 
(see Fig. 1, Step 3). Taking a modified version of GLP-1, such as semaglutide, 
may therefore improve your blood sugar levels.

What is a placebo or ‘dummy’ medication?

A placebo is an inactive medication that looks the same and is 
administered in the same way as the ‘real’ active medication.4 In clinical 
studies, medications are often compared with placebos, to provide a 
benchmark against which the safety and effectiveness of the medication 
under investigation can be compared. Placebos do not contain active 
ingredients so they are not harmful in any way.

INSULIN

STOMACH

GLP-1 LIVER

BLOOD
SUGAR

Fig.1 GLP-1 stabilises blood 
sugar levels in three ways

Step 1

Step 2

Step 3

How do you take your study 
medication?

Wake up in the morning. Take your 
study medication on an empty stomach. 
Swallow the tablet whole with no more 
than half a glass of water (approximately 
120 ml/ 4 fluid oz.). Do not chew or 
break the tablet. The tablet should be 
taken immediately after removal from 
the blister pack

Wait at least 30 minutes before 
eating, drinking or taking any 
other oral medication

Have your first meal and drink 
of the day and take any other 
oral medications you need

+

30 min

4  Clinicaltrials.gov website. Understanding clinical trials. Available from: 
 https://clinicaltrials.gov/ct2/about-studies/learn#WhatIs [accessed Oct 2018]
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Why is it important that I take my study 
medication on an empty stomach?

If you eat or drink something during the night, your 
stomach will not be empty when you wake up in 
the morning and take your study medication. If your 
stomach is not empty when you take your study 
medication, it is likely that the medication will not work 
properly. Similarly, if you eat or drink anything right 
after you have taken the study medication, it is likely 
that it will stop working. It is therefore important that 
you wait at least 30 minutes after you have taken the 
study medication before you eat or drink anything, to 
allow the medication to work effectively. 

What are the possible benefits and risks of being 
involved in the SOUL study?

You may benefit from frequent contact with the study 
doctor, who will monitor your health and your diabetes. 
Your doctor will also seek to provide the best standard of 
care to ensure that your diabetes and heart disease are 
well-controlled during the study, regardless of whether 
you are receiving semaglutide or placebo. Throughout 
the study period you will receive the study medication 
and blood glucose testing equipment free of charge, 
including a glucose meter which is yours to keep after 
the study ends. When taking the study medication 
you may experience side effects, the most common 
of which are related to the digestive system, such as 
nausea, diarrhoea and/or vomiting. These side effects 
often occur during the first few weeks of treatment, are 
expected to be mostly mild or moderate and usually only 
last a short time. Your study doctor/research team will 
provide detailed information on the possible benefits 
and risks of participation in the SOUL study.
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What will be required if I choose to take part?

Initially, your study doctor/research team will explain 
exactly what is involved in being a study participant so 
you can make an informed decision. Once you agree to 
participate, you will go through a screening process to 
ensure that you meet the medical criteria for inclusion 
in the SOUL study. If so, study involvement will include:

•  taking your daily study medication as  
prescribed by your doctor

•  informing your study doctor about changes in your 
medication and well-being

•  attending regular doctor visits for necessary health 
checks, throughout the study period

If you choose to participate in the study, you can change 
your mind at any time and end your participation 
without giving a reason.
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Will I be told whether I am taking the  
placebo/’dummy’ medication or semaglutide?

Neither study participants nor the doctor/research team 
will know which participants are taking the placebo and 
which are taking semaglutide. At the very end of the 
study, you will be provided with the results of the study 
and details of which study medication you were on.

Will my diabetes be adequately controlled for  
the duration of the study, even if I am taking  
the placebo?

Regardless of which study medication you receive 
(semaglutide or the placebo) your study doctor 
will ensure that your diabetes and heart disease  
are treated according to the best standard of care. Your 
diabetes treatment will be reviewed continuously and, if 
necessary, will be adjusted so that your diabetes is well 
managed throughout the study period.

Should I tell my regular doctor that I am thinking 
of taking part in the SOUL study?

If you agree to take part in the SOUL study, it is 
recommended the study doctor/research team write to 
your regular doctor to inform them that you are taking 
part in the study. If you wish to discuss the option of 
joining the study with your regular doctor, you are 
welcome to do so.
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my notes

2 2 2 3

SOUL • PATIENT BOOKLET




	StampFileID #24112778: 
	0:  #24112778.0

	StampFileID20190784: 20190784
	AutoStampUS: IRB Approved at the Protocol LevelApr 03, 2019


