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Virus (RSV)?

Local doctors are looking for babies
to take part in a clinical trial testing
a study medicine to see if it can help
prevent RSV infection. Your baby may
qualify to join this trial if they were
born early (premature) or have heart or
lung problems.

What is RSV?
RSV is a common seasonal virus
that can cause a runny nose, fever,
and cough. Sometimes, RSV causes
serious health issues in babies, such
as breathing problems, high fever, and
lung infections.

What is a clinical trial?
A clinical trial is a research study that
tries to answer questions about how
medicines work in the people who take
them. Researchers run studies to test
whether an investigational medication
is safe and effective. These studies
may help doctors find new ways to
help prevent, detect, or treat health
problems. Clinical trials may also be
referred to as research studies.

To learn more about this
clinical trial, including the
possible risks and benefits of
participation, contact:

Why join a clinical trial?
People join clinical trials for many
reasons. Some want to help
researchers study potential treatments
for future patients. Others join for
personal reasons. Your baby’s doctor
can help determine whether your baby
may be eligible for a clinical trial.
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Why is this trial being done?

What medicine will my baby get?

This trial is testing a study medicine called
MK-1654 in babies to learn if it can prevent
RSV infection in babies who are more likely
to get severe RSV illness.

If your baby qualifies and you agree to have
them take part, they will be assigned to get
one of these medicines:

This trial will compare MK-1654 to
palivizumab. Palivizumab is an approved
medicine to prevent severe RSV illness in
certain babies. MK-1654 is not an approved
medicine and is considered investigational.

What is a study medicine?
A study medicine, also known as an
investigational medicine, is a drug that
hasn’t yet been approved for use in the
general public. In order to be approved, the
study medicine must be tested in research
studies to see if it is safe and effective for
treating the target disease in certain groups
of people.

Who can be in this trial?
Your baby may qualify to join this trial if they
are:
• 12 months old or younger
• Entering their first RSV season
• Recommended to get palivizumab by
their doctor
There are other criteria to qualify for this
trial that the trial doctor or staff will discuss
with you.

• MK-1654: Your baby will get one dose
of MK-1654 during their first RSV season
and one dose of placebo 4 weeks later.
The placebo is a look-alike substance
that does not contain any active
medicine. Your baby may get a second
dose of MK-1654 during their second
RSV season.
Or
• Palivizumab: Your baby will get one
dose of palivizumab monthly for a total
of three to five doses. Your baby may
get one dose of MK-1654 during their
second RSV season.
The trial staff will assign your baby to their
medicine by chance (like flipping a coin).
Your baby will have an equal chance of
getting either medicine.

What will happen during this trial?
During the trial, you and your baby will
need to go to scheduled trial visits. At these
visits, your baby will:
• Get an injection (shot) of their assigned
medicine
• Have a physical exam (most visits)
• Give blood samples (some visits)
• Have a nose swab sample (if your baby
shows signs of illness)

During the trial, you will need to:
• Contact the trial doctor’s office if you
and your baby cannot make a visit
• Talk with the trial doctor or staff by
phone when they call you
• Take your baby’s temperature daily for
about a week after they get each dose
of medicine
• Use a mobile application to report
information about your baby’s health
• Contact the trial staff to report side
effects or signs of illness
• Tell the trial doctor or staff about other
hospital or doctor visits your baby has
• Fill out electronic questionnaires at
some trial visits

How long will my baby be in this
trial?
The trial doctor will tell you if your baby
qualifies for one or two RSV seasons.
If enrolled for one RSV season, your
baby will:
• Be in the trial for about 12 months
• Visit the trial site 6 to 8 times
If enrolled for two RSV seasons, your
baby will:
• Be in the trial for about 18 months
• Visit the trial site 10 to 12 times

What if I change my mind?
Having your baby in this trial is completely
voluntary. You can change your mind and
have your baby leave the trial at any time.
There will be no penalty to you or your
baby.

