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Local doctors are
looking for healthy
infants between the age
of 2 weeks and 8 months
to participate in a
clinical research study.

WHO CAN I CONTACT TO
LEARN MORE ABOUT THE
MK-1654-002 STUDY?

IRB Approved at the
Protocol Level
Dec 23, 2020

For more information about the
study, and the possible risks and
benefits of participation, please
contact the study doctor:
[Contact Information]

Seeking healthy
infants for a clinical
research study

ABOUT THIS STUDY
This study is testing a potential preventive
treatment (MK-1654) for infants to see if it
helps prevent lower respiratory infections and
respiratory syncytial virus, also known as RSV. The
study treatment has not yet been approved. This
clinical study will help researchers understand if
this treatment can help prevent RSV in infants.
Researchers will test drug levels in the blood to see
how well the drug works, whether the treatment
is safe, and how well infants’ bodies tolerate the
treatment.

ABOUT RESPIRATORY SYNCYTIAL VIRUS
RSV is a common respiratory virus. It can cause
cold-like symptoms such as a runny nose, fever
and cough, as well as infections of the lung. Both
adults and children can get RSV. Most healthy
adults recover quickly from the virus. However, RSV
can cause serious health issues in infants, such as
breathing problems and a high fever.

IS MY INFANT ELIGIBLE TO PARTICIPATE?
This study will enroll infants who are:
• 2 weeks to less than 8 months in age
• in good physical health
There are additional eligibility criteria that the
study doctor will explain to you.

There are three parts to the study:
1
SCREENING:
Your infant will have one screening visit. During this visit,
the study team will talk to you to see if your infant is a
good fit for this study. If both you and the doctors agree
it is a good fit, a blood sample will be taken to
determine if your infant is eligible.

2
TREATMENT:
After a screening phase of up to 2 weeks, your infant will
receive 1 dose of the assigned treatment on Day 1 with
a 2-hour post-dose safety observation at the clinic.

3
FOLLOW-UP:
Your infant will be in the study for about one year or
one and a half years from the first contact to the last
contact with the study team and doctor. As part of the
study, you and your infant will attend 1 screening visit,
7 or 8 office visits, and 5 phone calls.
Talk to your infant’s doctor about the possible risks
and benefits of this study. Your infant’s participation
is completely voluntary. You can withdraw your child
from the study at any time, for any reason.

ABOUT STUDY PARTICIPATION:

WHAT IS A CLINICAL STUDY?

If your infant is eligible and you choose to enroll
your infant in this study, he/she will be given either
the study vaccine or a placebo. A placebo looks
like the study vaccine, but has no active medicine.
Your infant will remain in the study for about
one year or one and a half years, depending on
which group he/she is in.

Clinical research studies such as this one aim to answer
questions about how medicines work in the volunteers
who take them. Research studies may help researchers find
new ways to prevent, detect, or treat diseases, syndromes,
or conditions. These studies follow a strict study plan, also
called a protocol.

WHAT HAPPENS DURING A CLINICAL
RESEARCH STUDY?
During the study, you and your infant will work
closely with a team of study doctors, study nurses,
and other research staff. The study doctor will
review your infant’s medical history. They will also
ask other questions or do other tests to make sure
your infant is a good fit for the study. The study
team will continue to follow your infant’s health
during the study.

WHY VOLUNTEER FOR A CLINICAL
RESEARCH STUDY?
People participate in clinical research studies for
many different reasons. Clinical research studies
may provide a chance to help researchers find
additional treatments for others in the future.
Participation in a clinical research study is voluntary
and volunteers can leave the study at any time.

WHAT ARE SOME OF THE BENEFITS AND
RISKS OF VOLUNTEERING IN A CLINICAL
RESEARCH STUDY?
There are risks and benefits to joining a research
study. During a research study such as this one,
researchers seek to learn more about how well
the study medication works. They also learn
about possible safety risks. Researchers do not
always know all the possible side effects of a study
medication.
The study doctor will explain the potential benefits
and risks of being in this research study. You may
also take this brochure with you and talk to your
doctor to help you decide if this research
study is right for you and your infant.

WHAT IS A STUDY MEDICATION?
Before a medication can be given to the general
public, it has to go through several stages of research.
An investigational medication, also known as a study
medication, is a drug that hasn’t yet been approved. In
order to be approved, the study medication is tested in
clinical research studies to see if it is safe and effective for
treating and/or preventing the disease.
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