CSU Clinical Research Study

Have you been suffering
from itching and hives for
several weeks now?

Have you been diagnosed as having Chronic Spontaneous
Urticaria (CSU) or Chronic Idiopathic Urticaria (CIU) and still
looking for symptom relief?

If so, you may qualify for this clinical research study.
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What is the CSU Clinical
Research Study?

A study for adults, adolescents and children
with chronic spontaneous urticaria (CSU) or
chronic idiopathic urticaria (CIU) who remain
symptomatic despite the use of
antihistamines.
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Do you qualify for this
study?

You may be eligible if you:
+ Are between the ages of 6 and 80 years old

+ Have been diagnosed with CSU or CIU
more than 6 months ago

+ Have ever had a presence of itching and
hives for more than 6 consecutive weeks
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What can you expect if you
enroll?

Participation includes:

+ Subcutaneous (under the skin) injection of
investigational drug or placebo

- 5 onsite visits for approximately 10 months

+ Study procedures and monitoring of side
effects throughout
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Frequently Asked Questions

How long is the study? v

This study will last for approximately 10 months, which includes a 2 to 4 week screening period, a 24 week
treatment period, and 12 weeks of follow-up.

What is the purpose of the study? v

The purpose of this study is to determine if the study medication can reduce the signs, symptoms and itch
severity. Itch is one of the most important symptoms affecting quality of life in Chronic Spontaneous
Urticaria (CSU) and highly linked to how patients perceive their disease.

The study medication called Dupilumab is an injectable medication that may represent a novel therapeutic
approach for CSU patients.

What is dupilumab? v

Dupilumab is a monoclonal antibody (a type of specialized protein) that blocks the action of proteins called
IL-4 and IL-13. Dupilumab is used in multiple countries in the world including in US, European Union and
Japan for the treatment of atopic dermatitis (an allergic skin disease known also as eczema), moderate-to-
severe asthma or chronic rhinosinusitis with nasal polyposis (a disease of the interior of the nose due to
allergy). It is now being evaluated for the treatment of Chronic Spontaneous Urticaria (CSU).

What is a Clinical Research Study? v

Clinical research studies are used to show if/how a study medication works and to find out if it's safe.
They can also be referred to as clinical research trials. Qualified doctors run clinical research studies. The
doctors are responsible for the study-related care of the people that participate (or enroll) in these studies.

Independent committees (called Institutional Review Boards or IRBs) made up of medical and non-medical
people also watch over clinical research studies to make sure that the people who enroll are told everything
they need to know and that they are protected.

Why participate in a clinical research study? v

Millions of people enroll in clinical research studies every year. The reasons why people choose to join are
as unique and varied as the people themselves. A clinical research study may offer them choices when
current treatments are not as helpful as hoped/expected. Some people enroll to help potentially find a
future treatment or for science. The reasons why you consider a clinical research study are yours alone.
You should only decide once you have learned all about a clinical research study.

If you decide to enroll in this study, you will be seeing the doctor regularly.
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