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.
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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
• Learn about the effects and safety of study medicines

Thank you for choosing
to continue your child’s
participation in this
important clinical research.

• 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
trial. 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 to both you and your child for participating in the
PIONEER-PEDS2 Study.
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PIONEER-PEDS2

WELCOME TO THE PIONEER-PEDS2 STUDY

ABOUT THE PIONEER-PEDS2 STUDY

Thank you for participating in either the H8H-MC-LAHX or the

The purpose of the PIONEER-PEDS2 Study is to evaluate the safety

In addition to his or her doctor, your child will have a dedicated

PIONEER-PEDS1 clinical research study for children and adolescents

and effectiveness of occasional use of the study medicine lasmiditan

study team throughout the PIONEER-PEDS2 Study. If you need

with migraine. As your child moves from the previous research

in treating the pain and associated symptoms of migraine headaches

more information or have any questions or concerns, please do not

study into the PIONEER-PEDS2 long-term study, we want to make

for up to one year.

hesitate to reach out to the study team.

sure you and your child continue to feel supported and informed

Your child can be screened for PIONEER-PEDS2 on the same day

throughout the entire process.

that he or she finishes PIONEER-PEDS1. After your child is enrolled,

Because of volunteers like your child, researchers can explore

he or she will be asked to come back to the site after one month,

CONTACT YOUR RESEARCH SITE IF YOU HAVE
ANY QUESTIONS

potential new treatment options for children with migraine. If you have

three months, six months, nine months, and one year. During these

any questions or need additional information at any point during the

visits, your child will provide blood samples and urine samples,

study, please do not hesitate to reach out to your child’s study team.

have a physical exam, and complete questionnaires. These are

Again, thank you for your participation in this clinical research study

safety tests to check on your child’s health and observe how the

City, State Zip:

for migraine. We know that decisions about your child’s health

study medicine works in his or her body.

Phone:

are not taken lightly, so we appreciate your ongoing commitment

During this 12-month study, your child can use lasmiditan to treat

and dedication.

up to eight migraine headaches per month. There is no placebo in
this study; everyone who participates will receive lasmiditan at a
dose that was effective in adults. If your child decides not to use
lasmiditan for a migraine attack, he or she can still use his or her
usual migraine treatment. Using a paper diary, your child will keep
track of his or her migraine treatment and how he or she feels.

Study Doctor:
Study Coordinator:
Address:

