WHAT YOU SHOULD KNOW ABOUT CLINICAL
RESEARCH STUDIES
Clinical research studies are designed to answer specific questions

Your child’s mind is no
place for migraines.

IRB Approved at the
Protocol Level
Jun 04, 2020

about how medicines work in the volunteers who take them. You should
feel fully informed about what to expect from your child’s participation
in a clinical research study.
Researchers use clinical research studies to:
• Answer specific health questions

If your child is between
the ages of six and 17
and experiences migraine
headaches, talk to your
child’s doctor about a new
clinical research study.

• Learn about the effects and safety of study medicines
• Help find new ways of using approved medicines
Regulations and policies have been developed to help protect the rights,
safety, and well-being of people who take part in clinical research
studies and to help ensure that these studies are conducted according
to strict scientific and ethical principles. Before a clinical research
study can begin, an institutional review board (IRB) or ethics committee
(EC) must review and approve the study.
As a parent, you provide consent for your child to participate in this
clinical research study. Participation in any clinical research study
is completely voluntary, and you may withdraw your child from the
study at any time for any reason. Before volunteering for a clinical
research study, it is important to weigh the potential risks and benefits
of participation. To make an informed decision, gather as much
information as possible and talk to your child’s healthcare providers
about any questions you may have.
Thank you for considering the PIONEER-PEDS1 Study.
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PIONEER-PEDS1

ABOUT THE PIONEER-PEDS1 STUDY
and teenagers ages six to less than 18 who have had a history

TALK TO YOUR CHILD’S DOCTOR TO LEARN MORE,
OR CONTACT THE PARTICIPATING RESEARCH SITE
LISTED HERE

of migraine headaches for more than six months. The purpose

Study Doctor:

For this clinical research study, we are looking for children

A NEW OPTION TO THINK ABOUT
Your child’s mind shouldn’t be focused on migraines. It should

of the PIONEER-PEDS1 Study is to evaluate the safety and

be thinking about school, activities, and friends. But as you know,

effectiveness of a study medicine called lasmiditan in reducing

migraine headaches can interfere with your child’s everyday life.

the pain of migraine headaches. In this study, lasmiditan will

Along with the unpredictability, you and your child also have to deal

be compared to a placebo, which looks the same as lasmiditan

with the pain and migraine symptoms unique to your child. Then

but does not contain any active medicine. You and your child

there’s the challenge of trying multiple treatments to find the one

will not know whether your child is receiving lasmiditan or the

that works best for your child. But what if you and your family had

placebo. This allows researchers to accurately evaluate the

another option to consider?

effects of the study medicine.

If you’re still trying to find a medicine that works for your child,

The PIONEER-PEDS1 Study consists of a screening visit, enrollment

this clinical research study may interest you. Research is currently

visit, treatment period, and end-of-study visit. The screening and

underway on a potential new treatment option for children and

enrollment visits are used to determine whether your child qualifies

teenagers with migraine headaches, and your child may be able

to participate in the study. Once enrolled, he or she is randomly

to take part. Please discuss this study with your child’s doctor to

assigned to a treatment group. The treatment period may last up

decide if this may be an option for him or her.

to 12 weeks, during which your child will be asked to treat one
migraine headache with the study medicine. Your child will use
an e-Diary (an app on a device) not only to help identify the right
migraine to treat, but also to guide him or her through taking the
blinded study medicine and reporting how he or she feels.

Study Coordinator:
Address:
City, State Zip:
Phone:

