Cincinnati Children’s Research Foundation
Clinical Trials Office

Draft of Steroids and Asthma Study Web Page
CCHMC IRB #2012-2698: V1

CCHMC IRB Approval XX-XX-2012

Do You or Your Child Have Asthma? Do You or Your Child Take an Oral Steroid Every
Day for that Asthma?

This is a research study to learn more about the safety and effectiveness of a drug called
mepolizumab in treating asthma. Researchers want to know if mepolizumab can lower
the amount of oral steroids a person needs to take to treat their asthma.

Children, teens and adults 12 years old and older who:
* Have asthma
AND
* Take steroid medicine by mouth (orally) every day to treat their asthma

You or your child will take part in this research study for about 7 months and complete
10 study visits.

During the study, you or your child will be “randomized” into 1 of 2 groups and receive
either a dose of the study medication or a placebo (a substance that looks like study
medication but has no active ingredient in it). Randomization means that participants
are put into the groups by chance, like flipping a coin. No one will know which group you
or your child is in, including the researcher.

You or your child will be given the study medication or placebo every 4 weeks by a shot
in the upper arm. It's important that you or your child keep taking your usual asthma
medicines during this study.

You will also complete health-assessments, including:

« Review of medical and medication history

«  Physical and nasal exams (including height, vital signs, blood pressure, heart rate,
respiration rate, oral temperature and body weight)

« Electrocardiogram (called an ECG or EKG) to measure the heart’s electrical
activity (heartbeat or heart rhythm)

- Reversibility breathing tests to measure how the lungs are working before and
after taking asthma rescue medication

« Questionnaires about your asthma and health status
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« Electronic diary to measure breathing on a daily basis
« Blood and urine tests

A detailed list of procedures will be provided to anyone interested in knowing more
about this study.

You or your child may not receive a direct medical benefit from participating in this
study. However, the information learned from this study may benefit other patients
with asthma in the future.

If interested in participating, you, as either a participant or parent of a participant, will
be given a consent form that explains all of the details of the study. The form covers all
of the procedures, risks, benefits, pay, whom to contact with questions or concerns and
more. A member of the study staff will review the consent form with you and will be
sure that all of your questions are answered.

You or your child may experience side effects associated with your participation in this
study. Any discomforts or risks will be discussed with you if you are interested in
learning more about the study.

Participants may be paid up to $465 for completing all study visits.
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