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• You are being asked to take part in a clinical 
research study to learn about a new medicine 
in adults and children 12 years and older with 
Hereditary Angioedema, HAE.

• A clinical study is a type of research study 
done to find better ways to treat people with 
certain health problems. 

• They help doctors to learn more about new 
medicines and what they do inside the body.

• Before you decide if you want to join, 
it’s important to go over why the study is 
being done and what would happen if you 
decide to join. 

• You can ask any questions you may have.

• You don’t have to be in the study.  
It’s your choice.

WELCOME TO THE KONFIDENT STUDY!

Discussion question

 � Do you have any questions about why you are 
being asked to join the KONFIDENT Study?

Welcome to the KONFIDENT Study!

A clinical study is a type of research study done 
to find new medicines to treat people with health 
problems.

This study is looking at a new medicine in adults 
and children 12 years and older with HAE.  

We will go over:

• Why the study is being done

• What happens during the study

Being in the study is your choice!

YOU CAN ASK ANY QUESTIONS YOU HAVE.
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• This study is being done to see if a new medicine 
called KVD900 can help treat HAE attacks.

• Researchers also want to know how the study 
medicine works in the body and to make sure you 
are safe while taking it.

WHY IS THE KONFIDENT STUDY BEING DONE?

Discussion question

 � Do you have any questions about what this 
study is testing?

Why is the KONFIDENT Study being done?

To see if it can help 
treat HAE attacks

To make sure you are 
safe while taking it

To see how it 
works in the body

To learn more about the study 
medicine KVD900:
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WHAT HAPPENS DURING THE STUDY?

Discussion question

 � Do you have any questions about what 
happens during the study?

• If you agree to join, you will give your permission 
by signing a form called the Informed Assent 
Form. Your parents will give their permission, too. 

• The doctor will then ask questions and check your 
health to make sure the study is right for you.

• If you decide to join, you will be in the study for 
about 25 weeks and have 6 visits (2 at the clinic 
and 4 by phone or video).

• You will also have an electronic diary app 
downloaded to your phone or a phone provided 
to you for the study. You will use this app during 
the study to help you decide if you should use the 
study medicine to treat an attack and to answer 
questions about your HAE attacks for 48 hours 
after taking study medicine.

• You will need to call the study call center each 
time you take your first dose of study medicine for 
each attack, and before you take a second dose or 
your regular on-demand medicine if you need it.

What happens during the study?

Give your permission to join

Answer questions and have health checks

Be in the study for about 25 weeks

Have 6 study visits

Use the diary app as explained

Contact the study call center 
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• This study is testing 2 different doses (amounts) 
of KVD900, compared to a placebo.

• You will be assigned by chance (like flipping  
a coin) to a study treatment group to take two 
different doses of KVD900 and placebo in a  
pre-determined order.

• The placebo looks like KVD900 but has no 
actual medicine in it. This gives the researchers 
something to compare KVD900 to in order to 
better understand what it does inside the body.

WHAT STUDY MEDICINE WILL I TAKE?

Discussion questions

 � Do you have any questions about the study 
medicine or treatment groups?

 � Do you understand what a placebo is?

What study medicine will I take?

KVD900 KVD900 Placebo*

*The placebo has no actual medicine in it.
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• The study medicine comes as tablets that you take 
by mouth.

• You will be given a kit that has 3 drawers. Each 
drawer will contain 2 doses of KVD900 or placebo 
tablets. 

• When you have an attack, you will use the medicine 
in only one of the drawers. For example, for your 
first attack, you will use the study medicine in the 
drawer labeled with the number 1, for your second 
attack you will use the medicine in the drawer with 
the number 2, and so on. 

• You will not be able to tell which tablet is KVD900 
or placebo, so it’s very important to take the tablets 
from the correct numbered drawer. If you decide to 
join the study, the doctor will explain this to you in 
more detail. 

• You will be able to take a second dose of study 
medicine or your regular on-demand medicine if 
you need to.

HOW WILL I TAKE THE STUDY MEDICINE?

Discussion question

 � Do you understand how to take the study 
medicine for an attack?

How will I take the study medicine?
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How will I take the study medicine?
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• When you are having an attack, you will use 
the diary app to answer questions about your 
symptoms to help you decide if you should take the 
study medicine. 

• You will also answer questions about how you are 
feeling at different times after the attack. The diary 
needs to be completed for at least 4 hours after the 
attack and for up to 48 hours after the attack.

• After the attack, the study team will contact you by 
phone or video call to see how you are doing

WHAT WILL I USE THE DIARY APP FOR?

Discussion questions
 � Do you understand when you will use the diary app?
 � Do you have any questions about the information 
you will enter in the app?

What will I use the diary app for?

To answer questions about your HAE 
attack and how you are feeling

To help you decide if you should treat 
your HAE attack with the study medicine 
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At your 2 study visits in the clinic, the doctor will:

• Check your health.

• Measure how tall you are (height) and how much 
you weigh (weight).

• Check your breathing.

• Listen to your heartbeat.

• Check how your heart functions by doing an 
electrocardiogram, or ECG. This test measures the 
electrical activity of your heart and it doesn’t hurt. 
The doctor will place sticky pads on your skin that 
are attached with wires to a computer. 

• Collect some of your blood for tests. 

WHAT TESTS WILL I HAVE AT STUDY VISITS? 

Discussion question

 � Do you have questions about any of 
these tests?

What tests will I have at study visits? 

Check your health

You will have these tests at your 2 in-person clinic visits.

Heartbeat Heart function Blood test

Height Weight Breathing
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What tests will I have at study visits? 
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• The study medicine may or may not make you feel 
better. 

• And, as with all medicines, there’s a chance that 
the study medicine may make you feel unwell. 
These are called side effects. The most common 
one reported with the study medicine has been 
headache.

• It’s very important to tell your parents or caregiver 
and the doctor if you feel sick or if something is 
bothering you.

HOW WILL THE STUDY MEDICINE MAKE ME FEEL?

How will the study medicine make me feel?

You may or may not 
feel better.

The medicine may or may  
not cause side effects. 

Tell your parent or caregiver and the doctor if 
you feel sick or if something is bothering you.
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• You don’t have to join the study if you don’t want 
to, even if your parent or caregiver says you 
should join.

• Being in the study is your choice.

• And if you say yes now, you can change your mind 
later. 

• Think about it and ask any questions you have.

DO I HAVE TO TAKE PART? 

Discussion question

 � Do you have any other questions 
about this study?

Do I have to take part? 

Thank you!
Being in the 

study is your 
choice!

Think it  
over and ask 

questions!
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Thank you for taking part 
in the KONFIDENT Study
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