About research studies

Want to know more about a

Pharmaceutical companies use research studies like this one
to learn more about investigational drugs before they are made
available to the public. The results of this study will provide
further information about the safety and effectiveness of the
investigational drug being evaluated. By taking part in this
study, your child will be making an important contribution to
peanut allergy treatment research.

new clinical trial for children ages
6 to 17 with peanut allergy?

For people with
peanut allergy,

Ask your doctor about your
child’s eligibility.
For more information, contact your local study site:

Peninsula Research Associates
310-265-1623
www.peninsularesearch.com/food-allergies

All subjects enrolled in this study should
continue to avoid accidental ingestion
of peanuts and carry their epinephrine
auto-injector at all times.

a research study may be available.

A clinical study may open a new approach
to childhood peanut allergy.
Learn more about a clinical trial for
children ages 6 to 17 with a peanut allergy.
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Thank you for considering enrolling your
child in this study.
If your child has a peanut allergy, you may already be aware
that researchers have been studying allergen-specific oral
immunotherapy (OIT) for food allergies. The goal of OIT is to
reduce the risks of allergic reactions after accidental ingestion.
However, many subjects in OIT trials continue to have side
effects before reaching desensitization (reduced likelihood of
a reaction to peanuts).
This study is researching a way to minimize risk for children
with a peanut allergy who accidentally ingest peanuts with a
combination treatment of OIT and an investigational product
(dupilumab) or placebo in this indication.
As you consider enrolling your child in this study, you may
have questions. The following FAQs may help answer some of
your questions, but this information is not meant to replace the
information and advice you receive from the doctor. Talk to
your child’s doctor to find out if this study is right for your
child. Thank you for considering enrollment to help us
continue this important research.

Who can participate in this study?

Patients must also meet other eligibility criteria. The study
doctor can explain the other criteria for study enrollment
and help you decide if this study is right for your child. All
study-related visits, tests, care, epinephrine auto-injectors
for accidental exposure, and study drugs will be provided.
In addition, reimbursement for study-related travel may
be provided.

The study will last between 48 to 72 weeks, including:

What treatments are being used in this study?

• 24 weeks of continued treatment (called maintenance
treatment), if the patient is eligible, with the investigational
drug (dupilumab or placebo) + AR101

This study is researching dupilumab, an injection, and OIT.
These are both investigational treatments, which means
neither has been approved by the FDA for food allergy. This
study will test how dupilumab works in the body, how safe it
is to use, and how well it works when added to OIT to
minimize risk in children who ingest peanuts.
The OIT used in this study is AR101, used to desensitize those
with a peanut allergy by gradually increasing exposure to
peanut protein. Dupilumab (the investigational drug) or
placebo will be given as a shot in the clinic the first
2 times and then biweekly at home throughout the study.

What will happen during this study?
If eligible to enroll, your child will be randomly assigned
(like flipping a coin) to one of two groups:

To enroll, patients must:

• Dupilumab + AR101

• Have a history of a peanut allergy

• Placebo + AR101

• Be between the ages of 6 to 17 years old

Patients may be randomly re-assigned to either treatment
group beginning at week 28, if eligible to continue treatment
(this phase is called maintenance treatment).

• Have a positive skin prick test
• Meet certain safety laboratory tests
• Pass a peanut food challenge screening procedure

• 6 to 8 weeks of screening
• 4 weeks of predosing with the investigational drug
(dupilumab or placebo)
• 24 weeks of treatment with the investigational drug
(dupilumab or placebo) + AR101

• 12 weeks of follow-up
Closely monitored food challenges will be given twice during
the study (at Screening and Week 28) on two different dates.
Subjects may have two additional food challenges (at Week 52
and Week 64), depending on the OIT levels reached during
the study.
Enrolled subjects will receive overall safety assessments with
monitoring and evaluation of side effects, physical examinations,
lung function tests, airway inflammation tests, vital signs, and
clinical safety laboratory tests at several time points.

What are the risks with food challenges?
This study will also include oral food challenges, which may
induce allergic reactions. Study site staff will conduct all food
challenges in a highly monitored setting with a very small
amount of peanut (the matching placebo challenge will consist
of oat protein), gradually increasing the dose, and stopping the
challenge at the first sign of a reaction. Trained personnel,
including a study physician, as well as medications and
equipment, will be immediately available to treat any reaction.
Comprehensive information, including risk information, will be
provided during the informed consent process. You will have
the opportunity to ask questions during this process, but can
also ask questions about the study at any other time.

