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Administrative information: 

 

 
Universal trial number: U1111-1200-5564 EudraCT number/IND number: 2017-003380-35 

 

 
Version: 1.0 US (EN)  

 

 Official name of the study:  SELECT – Semaglutide effects on cardiovascular outcomes in people 
with overweight or obesity 

 

  
Research sponsor contact information: Novo Nordisk A/S, Novo Allé, 2880 Bagsvaerd, Denmark 

 

  
A description of this clinical trial will be available on http://www.ClinicalTrials.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. 
 
Information about the study and the results will also be made available at www.novonordisk-
trials.com and at www.clinicaltrialsregister.eu and potentially in other regional or local registries  
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Visit schedule 
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Participant information and Agreement to Take Part Form 

SELECT - Semaglutide effects on heart disease and stroke in 
patients with overweight or obesity 
 

 
You are free to decide if you want to take part in 
this study or not. 
 
 Before a new medicine can be prescribed by 

doctors, it must be tested. This is to see if it is 
safe and if it works as we expect it to. 

 This study investigates if a medicine called 
semaglutide has an effect on reducing the risk 
of cardiovascular (CV) events (e.g. heart attack 
and stroke). Semaglutide is approved by the 
Food and Drug Administration (FDA) to treat 
patients with type 2 diabetes, however its use 
in individuals with other conditions is 
investigational.  

 To participate, you will take semaglutide or 
placebo (a dummy medicine). You will also talk 
with study staff about a healthy lifestyle. 

 A previous study showed that the risk of 
cardiovascular events may be reduced in 
patients with type 2 diabetes who took 
semaglutide. 

 The company testing the study medicine is 
called Novo Nordisk. 

 Before you decide if you want to take part in the 
study, it is important that you understand:  
- why the study is being done  
- the possible harms and benefits  
- what you will have to do if you take part. 

 Deciding if you want to take part is called giving 
your ‘informed consent’. This participant 
information will help you decide. Please take 
your time to read the information carefully. You 
may wish to talk to your doctor, study staff, 
family or friends before deciding.  

 Please ask the study staff if there is anything 
that is not clear or if you would like more 
information. 

 If you decide to take part in the study, you need 
to sign the ‘Agreement to take part form’ at the 
end of the document. 

 If you decide not to take part, your current and 
future medical care will not be affected.  

 

Please read the rest of this participant 
information. It gives you more 
information about the study. 
 

 
1. Why are we doing this study? 

2. Deciding if you want to take part 

3. What will you need to do if you take part? 

4. What do you need to know about the study 
medicines? 

5. What are the possible side effects or harms 
of taking part? 

6. What might the benefits be to you? 

7. Who is involved and more information about 
taking part 

8. How will information collected about you be 
used and who can see it? 

9. Who can you talk to for more information? 

10. Agreement to take part form (Informed 
Consent Form) 

 

 
If you have any questions, concerns or complaints 
about this study, please feel free to talk to your 
study doctor at the telephone number(s) listed on 
the first page of this form.  
 

Who to contact 

 

What is in this document? 

 

You are invited to take part in a  

study 
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Semaglutide is a medicine doctors can prescribe in 
some countries for the treatment of type 2 
diabetes. A completed study showed that 
semaglutide reduced the risk of cardiovascular 
events (e.g. heart attack and stroke) in patients 
with type 2 diabetes. In this study, we will check to 
see if semaglutide may reduce the risk of having 
cardiovascular events. We invite participants who 
have had a prior cardiovascular disease, and also 
have overweight or obesity.  
 
The term “cardiovascular disease” refers to several 
conditions that affect your heart and blood vessels. 
These conditions include myocardial infarction 
(also known as a “heart attack”), a stroke (also 
known as a “brain attack”) and peripheral arterial 
disease (also known as” poor circulation”). 
 
Overweight and obesity is when your body stores 
too much body fat compared to your height. 
People living with overweight or obesity are more 
likely to have cardiovascular events and 
experience other health conditions.  
 
What will this study look at? 
This study will look mainly at the effect of 
semaglutide on cardiovascular events in patients 
with overweight or obesity and with prior 
cardiovascular disease. 
 
How many people will take part? 
Approximately 17,500 men and women across the 
world will take part in this study.  

1 Why are we doing this study? 

 

Important things that 

you need to know 

This is a summary of the important 

things that you need to know about the 

study.  

 We are doing the study to see if 
semaglutide may reduce the risk of 
having cardiovascular events (e.g, 
stroke, heart attack) in patients with 
overweight or obesity and with prior 
cardiovascular disease.  

 You will either get semaglutide 
(active medicine) or placebo 
(“dummy” medicine). This is known 
as your study medicine. Which 
treatment you get is decided by 
chance. Your chance of getting 
semaglutide or placebo is the same.   

 You will get your study medicine in 
an injection pen. You will need to use 
the pen to inject the study medicine 
in a skinfold once a week. Like all 
medicines, the study medicines may 
have side effects.  

 The study could last for up to 5 
years. 

 You will have up to 25 clinic visits 
with the study doctor. 

 At 8 of the clinic visits you will have 
blood samples taken. 

 You cannot take part in the study if 
you have diabetes. 

 Women cannot take part if pregnant, 
breast-feeding or plan to become 
pregnant during the study period. 

Please read the rest of this 

participant information. It gives 

you more information about the 

study. You are free to ask as many 

questions as you like to your 

study team. 
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Why are you being asked to take part in the 
study? 
You are being asked to take part because: 
 
 You have previously had a heart attack 

(myocardial infarction) or brain attack (stroke) 
or have been diagnosed with poor circulation 
(peripheral arterial disease).  

 You are 45 years of age or above. 
 You are living with overweight or obesity.  
 
What happens if you say ‘yes’? 
First you need to sign this form saying you agree 
to take part. We call this an ‘agreement to take 
part form’ - also called an ‘informed consent form’. 
 
 You will be given a copy of this participant 

information and the signed form to take home 
and keep. 

 
What happens if you say ‘no’? 
You are free to say no - the choice is yours. Your 
decision will not affect your current and future 
medical care. There may be other medicines 
available for you which your study doctor can tell 
you about. 
 
What happens if you change your mind and no 
longer want to take part? 
You can decide not to take part in the study at any 
time - you do not have to give a reason. 
 
 Your future care will not be affected if you 

decide to stop taking part. 
 You will continue to be treated as you were 

before you started this study. 
 After the end of the study and if you decide to 

stop taking part during the study, information 
about you that has already been collected 
cannot be deleted. This is required by the 
national medicine authorities to make sure that 
the results for the entire study can still be used.  
 

Taking part in other studies 
You cannot take part in this study if you are 
already taking part in another study that is testing 
a medicine or treatment. You must also not join 
any other studies that are testing a medicine or 

treatment if you decide to take part in this study. 
This is to protect your safety and the conclusions 
of this study.  
 

 
How do you take the study medicines? 
You will be asked to use a pre-filled pen. A pen is a 
medical device with a needle used for injections 
under the skin. The study doctor or staff will show 
you how: 
 
 The study medicine is injected into a skin fold in 

the stomach, thigh or upper arm. 
 The injections should be taken once a week. 
 The injections should be taken on the same day 

of the week. 
 
The study doctor or staff will support you 
throughout the study. You will either receive an 
active medicine or placebo.  
 
 Your dose of study medicine will be changed 

over time. You start by taking a small amount, 
and after 4 weeks the dose will be increased. It 
will be further increased at week 8, 12 and 16. 
From week 16 you will stay on the same dose 
to the end of the study - unless your study 
doctor tells you otherwise. 

 It is important that you store and take the study 
medicines as directed by your study doctor 
during the study, and according to the 
directions on the label. 

 
What are your responsibilities? 
 Remember to return the study medicine both 

used, partial used and unused at visits specified 
by the study staff. 

 Remember to tell your study doctor about any 
side effects you might feel. 

 Keep in contact with the study staff during the 
entire study. 

 
Taking your usual medicines 
You should take your usual medicines. Tell your 
study doctor if there are changes to your usual 
medicines during the study or if you start taking a 
new medicine.  
 

3 What will you need to do if 

you take part? 

 

2 Deciding if you want 

to take part 
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How long does the study last for? 
The study will close when there is enough 
information collected to show clear result of the 
study. The total time you could be in this study is 
estimated to up to 5 years, but it could be shorter 
or longer. This includes: 
 
 Around 0-3 weeks at the start to check if you 

can take part in the study 
 Around 31-57 months where you will take the 

study medicine.  
 7 weeks after your last dose of study medicine 

an appointment will be made to check on your 
health. 

 
When the study ends, you can ask your study 
doctor to receive information about the study 
medicine you received, and the overall results of 
the study.  
 
What will happen at the different visits in the 
study?  
During the study, you will be asked to: 
 
 come to 25 visits at the clinic and have 1 phone 

call with the study doctor or staff at the end of 
the study.  

 
You will be asked to come in at a time that is 
convenient for you. It is important that you take 
part in all of the visits during the study to evaluate 
your health and the effect of the study medicines. 
 
If it is needed, the study staff will collect 
documents relevant to your participation from your 
family doctor, or other health care professionals. 
Documents from both before and after you started 
the study could be of interest. These will be added 
to your personal medical file. 
 
 You may be asked to come for extra visits, for 

example if the study doctor considers changing 
the dose of your study medicines between 
planned visits, or if you have any side effects 
that the study doctor needs to look at. 

 
How much time will I spend on the different 
visits in the study? 
The amount of time you will spend at the clinic at 
each visit may vary. This is because the tests and 
checks will differ at each visit. There will be: 
 
 7 visits that may take around 2 hours 
 18 visits that may take around 1 hour 

 
Talk to your study doctor if you want to know more 
about this.  
 
The study staff will give you a card or a leaflet on 
who to contact for more information about the 
study. It will also tell you whom to contact in the 
event of a study-related medical emergency.  
 
Tests and checks 
During the study you will have the following tests 
and checks: 
 
 Physical exam   
 Blood pressure   
 Pulse 
 Weight  
 Height 
 Waist size 
 
For this you may need to take off excess clothing 
to help the doctor check you. 

 
 At 7 of the clinic visits you will be asked to 

complete questionnaires about how you feel in 
general.  

 You can be asked to write down answers to 
questions about how you feel about taking part 
in the study. 

 If you are a woman and able to become 
pregnant, you will have urine or blood tests to 
check whether you are pregnant. 

 If you are a woman, your breasts will be 
examined at your first and last clinic visits as 
part of routine screening tests and physical 
exam. 

 At 8 of the clinic visits you will have blood 
samples taken. These samples are like those 
you have when you normally go to the clinic. A 
total of about 80ml of blood (equivalent to 
around 5 tablespoons) will be taken during the 
study.  

 At all study visits you can have talks with the 
study staff about healthy lifestyle choices in 
relation to your overall health including physical 
activity and food intake. The purpose of these 
healthy lifestyle talks is to help support your 
health and may contribute to reducing your risk 
of cardiovascular events. This may take an 
extra 10 to 15 minutes at each visit.  
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In this study there are 2 study medicines: 
 
 Semaglutide - the active medicine being 

tested. 
 Placebo - a dummy medicine with no effect 

on the body 
 
You will only take 1 of these medicines in 
addition to your standard medication. You will 
have the same medicine for the full duration of 
the study. 
 
The reason for 1 group injecting placebo and 
the other group injecting semaglutide is to find 
out if the active study medicine works as 
expected. It is important that you and the study 
doctor do not know which study medicine you 
take as knowing may affect the study results. 
 
When the study is finished, you can ask your 
study doctor about, which study medicine you 
took. 
 
Which study medicine will you get?  
The study medicine you get is decided by chance - 
like flipping a coin. This is called randomization. 
You will have an equal chance of receiving either 
semaglutide or placebo. 
 
 The study medicine for each person is chosen 

by a computer.  
 You and your study doctor will not know which 

study medicine you will get. However, if your 
safety is at risk, your study doctor will be told 
which study medicine you take in order to 
decide your future treatment. 
 

About Semaglutide 
Semaglutide is similar to a hormone made in your 
body after eating a meal. The hormone is called 
glucagon-like peptide-1 (GLP-1). Semaglutide 
works like your body’s own hormone to regulate 
your blood sugar (glucose) level and your appetite.  
 
Researchers have tested semaglutide in more 
than 5000 people.  
 

Semaglutide is a medicine doctors can prescribe 
in some countries (including US) to treat type 2 
diabetes. A completed study showed that 
semaglutide reduced the risk of cardiovascular 
events in patients with type 2 diabetes. In this 
study, the study doctors will check to see if 
semaglutide may reduce your risk of having a 
future cardiovascular event. The dose in this study 
is higher than the dose used to treat type 2 
diabetes. This is to see if a higher dose can 
reduce cardiovascular events in patients without 
diabetes but with overweight or obesity. 
 

 
Your study doctor will watch closely for possible 
health problems that happen in relation to you 
taking part in the study. 
 
 As with all medicines, side effects may happen.  
 If side effects happen, they will be treated if 

needed. 
 You may be asked for an extra blood sample or 

clinical test if you have any side effects that the 
study doctor needs to look at. 

 
Tell your study doctor or the study staff about 
any side effects or health problems you have 
while taking part. 
 
Tell the doctor or staff even if you do not think that 
the side effects were caused by the study 
medicine.  
 

 
Blood sampling 
During this study, small amounts of your blood will 
be taken. This allows the study doctor to see how 
you are doing and if the study medicine works.  
 
 You may feel a little discomfort, bruising, 

bleeding or swelling where the needle goes in.  
 There is also a very small risk of infection 

where the needle goes in. 
 

Side effects of study tests and 

checks 
 

5 What are the possible side 

effects or harms of taking 

part? 
 

4 What do you need to know 

about the study 

medicines? 
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These are side effects we know about from other 
studies with semaglutide. 
 
Very common side effects (may affect more than 
1 in 10 people) 
 Stomach and gut problems 
 
Signs may include: 

- feeling sick (‘nausea’) or being sick 
(‘vomiting’) 

- diarrhea (loose, watery and more frequent 
stools) 

- upset stomach and constipation (difficulty in 
emptying the bowls) 

 
The stomach and gut problems are usually mild to 
moderate and do not last for a long time. They 
also happen more often at the start of treatment. 
 
To help with side effects that affect your stomach 
and gut, the dose of semaglutide will be slowly 
increased from a low starting dose. 
 
If you have sickness (‘vomiting’) or loose, watery 
and more frequent stools (‘diarrhea’) which is bad 
or does not go away: 
 

- This may lead to not enough water in the 
body (‘dehydration’). Severe dehydration 
may lead to kidney problems. 

- Drink plenty of fluids and talk to a doctor or 
the study staff. 

 Low appetite 
 Pain in your stomach area, ache, pain and/or 

indigestion in your stomach 
 
Common side effects (may affect up to 1 in 10 
people) 
 Burping 
 Heartburn 
 Feeling dizzy 
 Feeling bloated 
 Passing wind (or gas) 
 Feeling full after eating-this may occur earlier 

than usual for you 
 Inflamed stomach-symptoms include ache, pain 

and/or indigestion in your stomach 
 Skin problems where the injection is given 
 Dry mouth 
 Having trouble sleeping 

 Hair loss 
 Increased pancreatic enzymes (shown in blood 

tests) 
 Allergic reactions 
 Gallstones (‘cholelithiasis’) 
 
Gallstones may not cause any signs. If they do, 
they include: 

- pain in your upper right stomach area 
- fever 
- yellowing of your skin or whites of your        

eyes (‘jaundice’) 
- pale stools 

 
If you have any signs of gallstones, talk to a 
doctor or the study staff. 
Signs of mild allergic reactions may include: 

- rash, redness, hives and itching, wheezing 
 

Signs of serious allergic reactions may include: 
- swelling of your throat, tongue and/or face, 

trouble breathing  wheezing, fast heart-beat, 
pale and cold skin, feeling dizzy or weak 

- This may become severe and could lead 
shock (very low blood pressure) and/or to 
death if not treated (this is called 
‘anaphylaxis’) 

 
If you have any signs of a serious allergic 
reaction, stop taking the study medicine and 
get emergency help right away. 
 
Uncommon side effects (may affect up to 1 in 
100 people) 
 
 Fast heart beat (‘pulse’) 
 
Other side effects (we do not know how often 
these may happen) 
 
 Inflamed pancreas (‘pancreatitis’)  
 
Signs of inflamed pancreas may include: 

- severe and long-lasting pain in your 
stomach – the pain may move to your back 

- feeling sick (‘nausea’) or being sick 
(‘vomiting’) 

 
This is a serious problem that can lead to death. 
 
If you have any signs of an inflamed pancreas, 
talk to a doctor or the study staff right away. 
 
 Tumors in the thyroid gland  

Side effects of semaglutide 
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This is a type of tumor that has been seen in 
studies with animals. It is not known if this 
(including medullary thyroid cancer) will also 
happen in humans. 
 
Tell your health care provider if you get a lump 
or swelling in your neck, hoarseness, trouble 
swallowing, or shortness of breath. These may 
be symptoms of thyroid cancer. 
 
In addition to the risks or discomforts listed here, 
there may be other risks that are currently not 
known.    
 

 
Semaglutide has no known effect on the ability to 
drive or use machines. 
 

 
 Do not take part in this study if you are 

pregnant, breast-feeding or planning to become 
pregnant. This is because we do not know how 
the study medicine may affect you or your 
baby. 

 If you take part in the study and if you can 
become pregnant, you must use highly 
effective birth control. Your study doctor will 
give you advice about this before the study 
starts. 

 Semaglutide can stay in your body for some 
weeks after you stop taking your study 
medicine. Therefore you should not get 
pregnant and you should continue to use birth 
control for at least 7 weeks after you stop 
taking the study medicine. 

 If you miss your menstrual period or if you think 
you may have become pregnant, take a 
pregnancy test as soon as possible and tell the 
study staff right away. 

 If you become pregnant, stop taking the study 
medicine and tell the study staff right away. 

 Information about you, your pregnancy and 
your baby will still need to be collected. This is 
so that we can watch for anything unusual. 

 In case of anything unusual, your partner will 
be asked to sign an ‘agreement to take part 
form’ (like this one) to collect paternal 
information. 

 
No contraception measures are required for male 
subjects. 

Pregnancy - information for women 

 

Driving and using machines 
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You may or may not benefit from taking part in 
this study or taking the study medicine.  
 
 If you receive semaglutide and it is effective for 

you, your risk of having a cardiovascular event 
may be reduced. 

 The information collected from you during the 
study may help you or other people with a risk 
of having cardiovascular events in the future.  

 
Will it cost me money to take part in this 
research? 
You will not have to pay for the following things - 
as long as you stay in the study:  
 
 Study medicine 
 Needles 
 Talks with the study staff about healthy food 

and exercise and what you can do to have a 
healthy lifestyle 

 The study medicine will not be provided for free 
when the study ends. You will need to discuss 
with your doctor which treatment you should 
have when the study ends. 
 

 
Who is paying for this study?  
Novo Nordisk, a company that makes medicines, 
is paying for this study.  
 
 Novo Nordisk will pay for the cost of the study 

medicine, the tests and checks, the time spent 
by the study doctor and staff and use of the 
clinics. 

 
Will you receive any payments? 
 You will receive $50 for each visit you 

completed. A completed visit means all 
scheduled study procedures have been carried 
out. 

 
 Greenphire ClinCard Reimbursement 

Program:  Greenphire is a company working 

together with the University of Pennsylvania to 
manage your compensation. You will be issued 
a Greenphire ClinCard, which works like a debit 
card.  When your participation is complete, 
funds will be approved and loaded onto your 
card.  The funds will be available within 1 
business day and can be used at your 
discretion.  You will be issued one card for the 
duration of your participation.  In order for 
Greenphire to be able to reimburse you via the 
ClinCard, Greenphire needs to collect certain 
information about you from your study doctor, 
including your name, address and date of birth. 

 
 All information about you is stored in a secure 

fashion and is deleted from Greenphire’s 
system once the study has been completed.  
Your information will not be shared with any 
third parties (including the study sponsor) and 
will be kept completely confidential.  

 
 By signing this consent form, you consent to 

providing all the before mentioned personal 
information that is needed to set up payments. 
You agree that the information you provide is 
used by Greenphire to perform reimbursement 
payments to you.  

 
 By registering with the ClinCard system and 

using the ClinCard, you consent to participate 
in the ClinCard program. 

 
 Please note: In order to be compensated for 

your participation in this study, you must 
provide your Social Security Number. 
Additionally, please note that the University of 
Pennsylvania is required to report to the IRS 
any cumulative payments for participation in 
research studies that total $600 or more in a 
calendar year. 

 
 You may be compensated for time and travel 

costs associated with completed study visits. 
 
Who has reviewed this study? 
The study has been reviewed by: 
 
 an independent committee called an 

Institutional Review Board, and  
 The Food and Drug Administration (FDA). 
 

7 Who is involved and more 

information about taking 

part 
 

6 What might the benefits be 

to you? 
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What treatment will you get when you stop 
taking part? 
At the final visit your study doctor will discuss the 
available choices for your future care with you. 
After the end of the study, Novo Nordisk will not 
supply the study medicines or offer any free 
medicines or extra care.  
 
What if new information becomes available 
during the study? 
During the study, your study doctor will let you 
know if there is new information that might be 
important for you. This might be information about: 
 
 the study medicine 
 the study visits 
 the possible harms and benefits.  
 
You can then decide if you want to stay in the 
study. 
 
 If you choose to stay in the study, you may be 

asked to sign a new ‘agreement to take part 
form’ (like this one).  

 If you choose to stop, the study doctor will 
discuss your options for future care and 
treatment with you.  

 
What if you decide to stop taking the study 
medicine?  
You can stop the study medicine early and still 
remain in the study. This means you would stop 
taking the study medicine - but still come to the 
clinic visits and have the tests performed. This is 
because it will help us to understand the study 
results better and you may benefit from the clinic 
visits. You can change clinic visits to phone visits. 
However certain visits are more important to have 
as a clinic visit face to face, such as visit 7, 10, 14, 
18, 22, and 25. Please discuss with your study 
doctor which clinic visits you should prioritize. It is 
up to you if you decide to keep coming or not. You 
may also decide to start to take the study medicine 
again after having stopped. 
 
If you decide to stop taking your study medicine, 
please talk to your study doctor before making any 
changes. This is to make sure the study medicine 
is stopped in a safe way.  
 
What if the study doctor decides to stop the 
study medicine? 

The study doctor may stop you from taking the 
study medicine at any time - even if you want to 
carry on. Some reasons may include:  
 
 for your safety - for example if your body has a 

bad reaction to the study medicine 
 if the study medicine is not the best choice for 

you 
 if your medical condition becomes worse 
 if you are a woman and you become pregnant 

or would like to become pregnant 
 
You may stay in the study even if the study doctor 
decides to stop your study medicine early. The 
same conditions as when you decide to stop 
taking the study medicine yourself will then apply. 
 
Why should I continue with the clinic visits, 
even though I have stopped taking the study 
medicine?  
 It is important that you attend all study visits 

from start to end so that we can follow the 
progress and health of all participants. Even if 
you or your study doctor decide to stop the 
study medicine early, your continued 
participation is still important and will help us 
understand the study results and safety of 
semaglutide better. Every patient’s information 
is important for the overall success of the study. 

 For that reason, you are encouraged to attend 
all the visits until the end of the study. This 
means that you will be asked to continue to 
attend the visits as scheduled until the study 
ends. The support you receive at the visits may 
also benefit you.  

 If you wish to reduce the number of visits or 
change your clinic visits to telephone contacts, 
this can be done. To obtain the most accurate 
results for this study it is very important that you 
attend the annual visits face to face in the 
clinic. These are visit 10, 14, 18, 22 and 25. 
This will allow us to ask you follow-up questions 
and take blood samples and additional 
assessments such as blood pressure and body 
weight. Attending these visits in the clinic will 
help to ensure the study results are clear and 
meaningful.  

 Please discuss with your study doctor which 
clinic visits you should prioritize. 

 
What if you decide to stop taking part in the 
study? 
If you decide to stop taking part, please talk to 
your study doctor before making any changes to 
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your medication. This is to make sure the study 
medicine is stopped in a safe way. 
 
 The study doctor or staff may also find out 

more information about your health status in 
publicly available sources at the end of the 
study. This is important for the overall study 
results.  

 
If you decide to stop taking part, there will be no 
penalty or loss of benefits to which you are 
otherwise entitled. 
 
What happens to your blood samples if you 
decide to stop taking part in the study? 
If you wish, you can ask the study staff to arrange 
for any stored samples to be destroyed.  
 
What if the company paying for the study or 
the authorities decide to stop the study? 
Novo Nordisk, the national medicine authority 
(such as the FDA) or the Institutional Review 
Board may end the study early at any time - for 
safety or if there is another good reason to do so. 
If this happens, you will be told by your study 
doctor. The study doctor will discuss your options 
for future care and treatment.  
 
What if something goes wrong? 
We will offer you the care needed to treat injuries 
directly resulting from taking part in this research.  
We may bill your insurance company or other third 
parties, if appropriate, for the costs of the care you 
get for the injury, but you may also be responsible 
for some of them.  
 
NovoNordisk agrees to pay for necessary medical 
expenses that are incurred due to the direct result 
of administration of the study drug or properly 
performed procedures within the guides of the 
study protocol unless the costs are covered by the 
subject’s insurance or a third party provider.  
NovoNordisk will not be responsible for costs 
relative to the failure of The Hospital of the 
University of Pennsylvania or its staff to comply 
with the terms of the study or any federal, state or 
local laws where applicable.  Injury caused by 
negligence or malpractice including 
misrepresentation by The Hospital of the 
University of Pennsylvania staff are not the 
responsibility of the sponsor.  The sponsor will not 
incur the costs of treatment for the natural 
progression of any underlying or preexisting 
condition, or any events arising from standard of 

care treatment or approved therapies for the 
subject’s condition.  Payment for any treatment will 
not be considered an admission of liability 
 
There are no plans for the University of 
Pennsylvania to pay you or give you other 
compensation for the injury.  You do not give up 
your legal rights by signing this form.   
 
If you think you have been injured as a result of 
taking part in this research study, tell the person in 
charge of the research study as soon as possible.  
The researcher’s name and phone number are 
listed in the consent form. 
 
Tell your study doctor right away if you feel 
that you may have been harmed as a direct 
result of taking part in this study. 
 

 
What information about me may be collected, 
used or shared with others? 
During the study your study doctor will collect 
information about your health and certain types of 
personal information. You will not be identified by 
your name, birth date, contact information, gender 
and ethnic origin or other facts that could identify 
the health information as yours, except when 
required by law. The information will be written 
down in your personal medical file.  
 
Any information about you or samples that leave 
the clinic will not have your name on it. It will also 
not include your picture, address, telephone 
number or anything else that links it to you. 
Instead it will have a participant number on it. If, 
however, the study staff loses contact with you 
during the study some of your personal information 
may be shared with a patient search agency, if 
allowed according to local regulations. You can 
find more information about this at the end of this 
section.  
 
It is your study doctor’s job to keep a code list. 
This links you to your participant number. The 
code list will be used to identify you, if needed. 
The code list may be looked at by Novo Nordisk, 
people working on behalf of Novo Nordisk or 
people from national medicine authorities. The 

8 How will information collected 

about you be used and who 

can see it? 
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code list must be kept at the clinic for at least 15 
years after the end of the study. 
 
Why is my information being used? 
Your information is used by the research team to 
contact you during the study. Your information and 
results of tests and procedures are used to: 
 

 do the research 

 oversee the research 

 to see if the research was done right 

 to evaluate and manage research 
functions. 

 
How do my personal study results contribute 
to the final study results? 
The information collected from you during your 
participation in the study (such as blood test 
results, blood pressure, weight, questionnaire 
information) is anonymised and entered into a 
database together with other participant 
information. The information will be reviewed by 
doctors and scientists from Novo Nordisk. 
Information from every participant in the study is 
very important to the quality of the overall results. 
 
The doctors and scientists from Novo Nordisk will 
share the results with regulatory authorities (such 
as the FDA). The regulatory authorities will assess 
if the study medicine is safe and has an effect on 
reducing the risk of having cardiovascular events.   
 
Who may use and share information about 
me? 
We will do our best to make sure that the personal 
information obtained during the course of this 
research study will be kept private.  However, we 
cannot guarantee total privacy.  Your personal 
information may be given out if required by law.  If 
information from this study is published or 
presented at scientific meetings, your name and 
other personal information will not be used. If this 
study is being overseen by the Food and Drug 
Administration (FDA), they may review your 
research records.   
 
The following individuals may use or share your 
information for this research study: 
 
Your study doctor and Novo Nordisk will take all 
steps needed to make sure that your study 
information is kept confidential, as required by the 
law in your country. 
 

 Your study doctor and Novo Nordisk will make 
sure that the study information we have 
collected about you cannot be looked at by 
people who are not authorized to do so.  

 Novo Nordisk will protect your identity in all 
presentations and publications. 

 
To make sure that the study is done correctly and 
to check the results, the following people will be 
able to see your study information: 
 
 Novo Nordisk staff and consultants, auditors, 

research organizations or laboratories working 
for Novo Nordisk 

 The Principal Investigator and the Investigator’s 
study team (other University staff associated 
with the study) 

 The Western Institutional Review Board® 
(WIRB®) and national medicine authorities 
(such as the FDA) from other countries. 

 
Once your personal health information is disclosed 
to others outside the School of Medicine, it may no 
longer be covered by federal privacy protection 
regulations and may be shared without your 
permission.   
 
The Principal Investigator or study staff will inform 
you if there are any additions to the list above 
during your active participation in the trial. Any 
additions will be subject to University of 
Pennsylvania procedures developed to protect 
your privacy. 
 
Your study information and blood samples may be 
sent securely to other countries in the world for 
testing and analysis. The laws on personal 
information in these countries may be less strict 
than in the United States.  
 
 Your information will only have your participant 

number on it.  
 
This information may be shared with other 
researchers who are not working on this study. It 
would only be shared to help other research about 
the study medicine(s) or your illness and to help 
improve medical care and science. 
 
How long will your information be stored? 
After the end of the study your information will be 
stored in a database. This is a way of storing 
information electronically. All information from this 
study will be stored for at least 15 years at the 
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clinic after the end of the study. Novo Nordisk will 
store the information even longer – at least 20 
years after the medicine is no longer available to 
patients. 
 
Blood and other samples will be sent to different 
places/laboratories for testing.  
 
 Samples will be destroyed either after they 

have been tested or when the ‘Clinical Study 
Report’ - this contains the full results of the 
study - is finished. If the test result is not 
normal, then a part of the sample may be kept 
for up to two years or according to local 
regulations. 

 
How long may the School of Medicine use or 
disclose my personal health information?   
Your authorization for use of your personal health 
information for this specific study does not expire.  
 
Your information may be held in a research 
database.  However, the School of Medicine may 
not re-use or re-disclose information collected in 
this study for a purpose other than this study 
unless: 
 

• You have given written authorization  
• The University of Pennsylvania’s 

Institutional Review Board grants 
permission 

• As permitted by law 
 
What will happen with the study results? 
Some results from the study will be made publicly 
available sometime after the study finishes. This 
may include the Clinical Study Report and a 
summary of the results - this will be available on 
the internet at: 
 

 www.clinicaltrials.gov 

 www.novonordisk-trials.com 

 www.clinicaltrialsregister.eu  
 
A description of this clinical trial will be available 
on http://www.ClinicalTrials.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. 
 
You can ask your study doctor after the end of the 
study to receive information about the study 

medicine you received, and the overall results of 
the study. 
 
Can I change my mind about giving permission 
for use of my information? 
Yes. You may withdraw or take away your 
permission to use and disclose your health 
information at any time.  You do this by sending 
written notice to the investigator for the study.  If 
you withdraw your permission, you will not be able 
to stay in this study.  When you withdraw your 
permission, no new health information identifying 
you will be gathered after that date.  Information 
that has already been gathered may still be used 
and given to others. 
 
What if I decide not to give permission to use 
and give out my health information? 
Then you will not be able to be in this research 
study. 
 
You will be given a copy of this Research Subject 
HIPAA Authorization describing your confidentiality 
and privacy rights for this study.  
 
By signing this document you are permitting the 
School of Medicine to use and disclose personal 
health information collected about you for research 
purposes as described above. 
 
If the study staff lose contact with you  
It is really important that you keep in contact with 
the study doctor or staff. If the study staff loses 
contact with you during the study, your study 
doctor may ask for information from someone else. 
You will be asked to provide at least 2 contacts for 
the below: 
 
 family members or other people that you have 

given the names of to the study staff 
 your family doctor 
 other health care professionals, medical 

records and publicly available records and or 
agencies that can search public records. 

 
If the study clinic is closed, your contact 
information will be shared with another doctor from 
a study clinic close to the one you are visiting. This 
is to ensure someone stays in contact with you. 
 
A ‘patient search agency’ may also help the clinic 
get back in contact with you or look up your health 
status in publicly available sources. To do this, we 
will need to share some of your personal 
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information with the patient search agency. This 
may include your name, address, telephone 
number and birth date. 
 
Electronic Medical Records and Research 
Results 
 
What is an Electronic Medical Record and/or a 
Clinical Trial Management System?  
An Electronic Medical Record (EMR) is an 
electronic version of the record of your care within 
a health system. An EMR is simply a computerized 
version of a paper medical record.  
 
A clinical trial management system (CTMS) is 
used to register your information as a participant in 
a study and to allow for your research data to be 
entered/stored for the purposes of data analysis 
and any other required activity for the purpose of 
the conduct of the research.  
 
If you are receiving care or have received care 
within the University of Pennsylvania Health 
System (UPHS) (outpatient or inpatient) and are 
participating in a University of Pennsylvania 
research study, information related to your 
participation in the research (i.e. laboratory tests, 
imaging studies and clinical procedures) may be 
placed in your existing EMR maintained by UPHS. 
Information related to your participation in clinical 
research will also be contained in the CTMS. 
 
If you have never received care within UPHS and 
are participating in a University of Pennsylvania 
research study that uses UPHS services, an EMR 
will be created for you for the purpose of 
maintaining any information produced from your 
participation in this research study.  The creation 
of this EMR is required for your participation in this 
study. In order to create your EMR, the study team 
will need to obtain basic information about you that 
would be similar to the information you would 
provide the first time you visit a hospital or medical 
facility (i.e. your name, the name of your primary 
doctor, the type of insurance you have). 
Information related to your participation in the 
study (i.e. laboratory tests, imaging studies and 
clinical procedures) may be placed in this EMR.  
 
Once placed in your EMR or in the CTMS, your 
information may be accessible to appropriate 
UPHS workforce members that are not part of the 
research team.  Information within your EMR may 
also be shared with others who are determined by 

UPHS to be appropriate to have access to your 
EMR (e.g. health insurance company, disability 
provider, etc.). 
 

 
Information about the study 
If you have any questions, concerns or complaints 
about this study, please feel free to talk to your 
study doctor or contact person. Their contact 
information can be found on the first page of this 
document. 
 
This includes if you feel you have been harmed as 
a direct result of taking part in the study. 
 
Information about your rights and ethics 
This research is being overseen by an Institutional 
Review Board (“IRB”). An IRB is a group of people 
who perform independent review of research 
studies. You may talk to them at 1-800-562-4789 or 
360-252-2500, Help@wirb.com if: 
 

 You have questions, concerns, or 
complaints that are not being answered by 
the research team. 

 You are not getting answers from the 
research team. 

 You cannot reach the research team. 

 You want to talk to someone else about 
the research. 

 You have questions about your rights as a 
research subject. 

 
OR 
 
If you have questions, concerns or complaints 
regarding your participation in this research study, 
you should speak with the Principal Investigator 
listed on page one of this form.  If you have any 
questions about your rights as a research subject, 
you may also contact the Office of Regulatory 
Affairs with any question, concerns or complaints 
at the University of Pennsylvania by calling (215) 
898-2614. 
 
Thank you for taking the time to read this 
participant information.  

 

9 Who can you talk to for more 

information? 
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If you have decided to take part, please 
fill in the ‘Agreement to take part form’ 
on the next pages. 
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By signing this form, I agree with all the following statements: 
 
Taking part 
 I have been given spoken and written information about this study.  
 I have read and understood the information given to me.  
 I have had enough time to think about taking part. 
 I have had the chance to ask questions - and all my questions have been answered. 
 I understand that I do not have to take part and that I am free at any time to stop taking part. Also, that 

I do not have to give a reason and that this will not affect my future treatment. 
 
Information about me 
I understand the following points: 
 
 A number of people can see my personal medical file. This is to make sure that the study is done 

correctly and that all information is recorded correctly. All personal details will be treated as strictly 
confidential by all of these people. The people who can see my records are: 

 Novo Nordisk staff and consultants, auditors, research organizations or laboratories working for 
Novo Nordisk 

 Institutional Review Board and FDA. 
 All information collected during the study is stored electronically in a database and may be shared with 

other researchers who are not working on this study. The information can also be sent to other 
countries in the world. The information will never have my name on it   

 If I decide to stop taking part during the study, information already collected cannot be deleted. This is 
required by the national medicine authorities to make sure that the results for the entire study can still 
be used. 

 The results of this study may be made publicly available.  
 I accept that the study staff may get information related to the study from people like my family doctor, 

family members or other people that I have given the names of to the study staff. In addition they may 
also contact other healthcare professionals and look at medical records and publicly available 
information. 

 
About this form 
 I will get a copy of this information and this signed and dated form. 
 I agree to take part in this study. 
 

Please now turn over to sign the form. 

10 Agreement to take part form 

(Informed Consent Form) 
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To be completed by you  
I agree with all of the statements on this form and would like to take part in the study: 

Signed: Date: 

Name (print):   

  

To be completed by the study staff seeking the informed consent 
(to be signed by the study doctor or appropriately medically qualified designee) 
By signing this form, I confirm that the entire informed consent process has been conducted before any 
study procedures have taken place: 
 

Signed: Date: 

Name (print):   
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TITLE:  SELECT - Semaglutide effects on cardiovascular outcomes 

in people with overweight or obesity 
 
PROTOCOL NO.: EX9536-4388 
 WIRB Protocol #20181749 
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 Administrative information:  

 
Universal trial number: U1111-1200-5564 EudraCT number/IND number: 2017-003380-35 

 

 
Version: 1.0 Final US (EN)  

 

 Official name of the study:  SELECT – Semaglutide effects on cardiovascular outcomes in people 
with overweight or obesity 
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Participant Information and Agreement to Take Part Form, for Future Research on 
Blood Samples 
SELECT - Semaglutide effects on heart disease and stroke in 
patients with overweight or obesity 

 
• We are asking you as you have already agreed 

to take part in a study called “SELECT - 
Semaglutide effects on heart disease and 
stroke in patients with overweight or obesity”. 
All information from that main study consent 
form still applies. 

• Your participation in this future research study 
is voluntary. 

• Future research means that we may make new 
tests on your samples that we do not know 
about right now.  

• We will use this research to find out more 
information about: 
- heart disease or other related diseases 
- the study medicine  

• Before you decide if you want to allow some of 
your blood samples to be used for future 
research, it is important that you understand:  
- why this research is being done  
- the possible harms and benefits  

• Allowing for your samples to be used for future 
research is called giving your ‘informed 
consent’. This information will help you decide. 
Please take your time to read the information 
carefully.  

• Please ask the study staff if there is anything 
that is not clear or if you would like more 
information. 

• If you decide to allow your blood samples to be 
used for future research, you need to sign the 
form at the end of the document. 

• If you decide not to allow this you can still take 
part in the main study. 
 

 
1. Why are we asking you to use some of your 

samples for future research? 
2. Deciding if you allow some samples to be 

used for future research. 
3. What might the harms or benefits be to you? 

4. How will information collected about you be 
used and who can see it? 

5. Agreement to use samples for future 
research (Informed Consent Form). 

 
Please read the rest of this participant 
information. It gives you more 
information about using samples for 
future research. 

What is in this document? 

 

You are invited to take part in 
future research 
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What are the samples used for? 
We may gain new knowledge after the study is 
finished. Therefore we would like to have the 
opportunity to do some more tests on your blood 
samples if needed. These will be tests that are not 
yet planned but may be important when we get 
new information about: 
 
• the study medicine 
• heart diseases or other related diseases   
• genetics of heart diseases or other related 

diseases 
• new methods of testing  
 
What would we be trying to find out? 
We may look at your samples again to help us: 
 
• understand your disease or illnesses like it. 
• understand the effects of the study medicine in 

your body. 
• look for things in your blood called biomarkers. 

Biomarkers can be used to show us more 
about what is happening in the body. For 
example, the number of white blood cells in 
your blood can be used as a biomarker for 
infection. 

• to find out why people respond differently to 
medicines. Scientists are looking for genes 
linked to these different responses. This is 
called genotyping. As we develop the study 
medicine, we may find that people respond in 
different ways to the medicine. We may then 
look at the genes of people who have taken the 
medicine. 

• the blood samples will not be used to look at all 
your genes (your genetic code). 

 

 
What will you need to do? 
If you agree to allow for some of your samples to 
be used, 3 extra blood samples collected. They 
will be taken while you are already having blood 
samples taken for the main study. Therefore, no 
additional puncture will be required as the same 

needle can be used. You do not need to come to 
any extra visits at the clinic.  
 
The extra samples will add up to 50 mL of blood 
(equivalent to around 3 tablespoons) of additional 
blood for this purpose.  
 
What happens if you say ‘yes’? 
First you need to sign this form saying you allow 
that some of your samples can be used for future 
research. We call this an ‘agreement to use 
samples for future research form’ - also called an 
‘informed consent form’.  
 
• You will be given a copy of this document to 

take home and keep. 
 
What happens if you say ‘no’? 
• You are free to say no - the choice is yours. 

You can still take part in the main study.   
• Your decision will not affect the standard or 

type of medical care you will get now or in the 
future.  

• If you say no, we will not collect any samples 
for future research.  

 
What happens if you change your mind? 
You can change your mind about allowing some of 
your samples to be used for future research.  
 
• If you change your mind, please talk to your 

study doctor. 
• Your samples taken going forward will not be 

used for future research.  
• If you have already allowed that some of your 

samples can be used for future research, 
results from samples that have already been 
tested up to this point of time may still be used. 
All other samples for future research will be 
destroyed. 

• There will be no penalty or loss of benefits to 
which you are otherwise entitled. 

 

 
What are the possible side effects or harms?  
• You will not be harmed if you agree to give 

extra samples, as no additional puncture is 
needed in order to take blood samples for 
future research. 

 
 

3 What might the harms or 
benefits be to you? 

 

2 Deciding if you allow some 
samples to be used for 
future research 

 

1 Why are we asking you to 
use some of your samples 
for future research? 
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What are the possible benefits to you? 
The information from this extra research may help 
people with heart diseases or other related 
diseases in the future.  
 
• It is unlikely you will personally benefit from 

this research. 
• This is because it usually takes many years for 

research to improve the way your disease is 
diagnosed, treated or prevented. 

 

 
Who will be able to see the information about 
you? 
The results of your samples will be treated as 
strictly confidential. Any information about you or 
samples that leave the clinic will not have your 
name on it. It will also not include your picture, 
address, telephone number or anything else that 
links it to you. Instead it will have a participant 
number on it.  
 
Your study information and samples may be sent 
to other countries in the world. The laws on 
personal information in these countries may be 
less strict than in United States. 
 
The following people will be able to see your 
information: 
 
• Novo Nordisk staff and consultants, auditors, 

research organizations or laboratories working 
for Novo Nordisk. 

• Western Institutional Review Board® (WIRB®) 
has reviewed the study. 

• The Food and Drug Administration (FDA) has 
reviewed the study. 

 
Who is doing this research? 
Your samples may be examined at any time by: 
 
• Novo Nordisk. 
• Other research organizations or companies 

involved in research about medicines working 
on behalf of Novo Nordisk. 

 
Where are your samples stored? 
Your samples will be stored by Novo Nordisk or by 
a company working for Novo Nordisk.  
 

• Your samples may be sent to other countries 
in the world.  

• You can at any time ask your study doctor 
where your samples for future research are 
being stored. 

 
How long will the samples be stored for? 
• Your samples for future research will be stored 

for up to 15 years after the end of the study.  
• After this time, they will be destroyed.  
 
What will happen to the results? 
Information and results from the use of your 
samples may be used in scientific publications or 
medical conferences. It may also be provided to 
health authorities across the world. 
 
Who owns the ‘intellectual property’ which 
might come from the samples? 
Intellectual property is something that is owned. 
But unlike a house or a car, intellectual property is 
not a physical thing. It is something created in the 
mind of a person or group of people, such as an 
idea or design.  
 
• Novo Nordisk will own the intellectual property 

rights to any information or results that we may 
get from your samples - this includes if the 
results lead to findings or products that are 
patented by Novo Nordisk.  

• You and your heirs (successors) will not get 
financial or other benefits based on the results 
of using your samples in research. 

 
Thank you for taking the time to read 
this participant information. If you have 
decided that your samples may be 
used for future research, please fill in 
the agreement to use samples for 
future research form on the next 
pages. 

 
 

4 How will information 
collected about you be 
used and who can see it? 
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By signing this form, I agree with all the following statements: 
 
Taking part 
• I have been given spoken and written information about allowing some of my samples to be used for 

future research.  
• I have read and understood the information given to me.  
• I have had enough time to think about this. 
• I have had the chance to ask questions - and all my questions have been answered. 
• I understand that I do not have to allow for some of my samples to be used for future research and 

that I am free at any time to change my mind. Also, that I do not have to give a reason and that this 
will not affect me taking part in the main study or my future treatment 

 
Information about me 
I understand the following points: 
• a number of people can see test results from the research and other information about me. All 

personal details will be treated as strictly confidential by all of these people. The people who can see 
my records are: 

- Novo Nordisk staff and consultants, auditors, research organizations or laboratories working for 
Novo Nordisk 

- Institutional Review Board and FDA. 
- The Principal Investigator and the Investigator’s study team (other University staff associated with 

the study) 
• all information collected relating to this research is stored electronically on a database and may be 

shared with other researchers who are not working on this study. The information can also be sent to 
other countries in the world. The information will never have my name on it. 

• the samples will be stored by Novo Nordisk or by a company working for Novo Nordisk - and this may 
be in another country in the world.  

• the results of this extra research may be made publicly available.  
• the samples will be stored for up to 15 years after the end of the study. 
 
About this form 
• I will get a copy of this information and this signed and dated form. 
• I agree to allow some of my samples to be used for future research. 

 
Please now turn over to sign the form. 

 
To be signed by the presence of the study doctor. 

5 Agreement to use samples for future research 
(Informed Consent Form) 
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To be completed by you  
 
I agree with all of the statements on this form and allow my sample to be used for future research: 

Signed: Date: 

Name (print):   

  

To be completed by the study staff seeking the informed consent 
(to be signed by the study doctor or appropriately medically qualified designee) 
By signing this form, I confirm that the entire informed consent process has been conducted before any 
study procedures have taken place: 
 

Signed: Date: 

Name (print):   
 
 


