Much of this article is sourced from an 01/28/2019 document from IPD Analytics, which supports Confidio with timely clinical
information. Confidio has updated and added content to reflect recent FDA and manufacturer related news.

Introduction
Several therapeutic approaches to managing peanut allergy are currently being studied, and
one has now received FDA approval. These approaches have focused on mitigating the allergic
response to peanuts by using peanut extracts administered in various forms and routes of
delivery to gradually desensitize patients to peanut allergen. Monoclonal antibodies targeting the
antibody-mediated response to peanut allergens are also being studied as monotherapy and in
combination with oral immunotherapy.

Incidence / Prevalence of Peanut Allergy
Results from two studies presented at the American College of Allergy, Asthma, & Immunology
Scientific Meeting in October 2018 estimated that 2.2% of children and adolescents
(approximately 1.25 million) in the United States have a peanut allergy, an approximate increase
of 21% since 2010. The study authors also reported increased annual incidence in newborns
from 2001 (a rate of 1.7%, 66,000 babies) to 2017 (5.2%, 210,000 babies).
The FDA has stated that only a fifth of children with a peanut allergy will outgrow the allergy.

Current Use of Oral Immunotherapy (OIT) for Food Allergies
Non-FDA approved OIT therapy has been used to treat peanut allergy by a relatively small
number of allergists, both in academic and non-academic medical settings. However, due to lack

of standardization in OIT treatment and safety concerns, its use has not been widespread. In
2014, the Updated Food Allergy Practice Parameter advised against performing OIT in routine
clinical practice, citing inadequate evidence supporting therapeutic benefit over risks of therapy.
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*The BLA for Viaskin Peanut was resubmitted on August 6, 2019 and comes after the company withdrew a previous
BLA in December 2018. The manufacturer pulled the aforementioned BLA when the FDA requested additional data on
its manufacturing procedures and quality controls.

Palforzia AR-101/Aimmune Therapeutics
The US Food and Drug Administration (FDA) has approved the first drug to combat peanut
allergy in children (Palforzia, Aimmune Therapeutics), although those who take it must continue
to avoid peanuts in their diets. Palforzia is not a cure, but it mitigates allergic reactions
(including anaphylaxis) that may occur with accidental exposure to peanuts, the FDA said in a
news release.
Treatment with the oral powder, which is mixed into semisolid food, can be started in children
aged 4 through 17 years who have a confirmed peanut allergy and then continued as a
maintenance medication. The initial dose phase is given on a single day, while up-dosing
consists of 11 increasing doses over several months.
If the patient tolerates the first dose of an increased dose level, they may continue that dose
daily at home. Daily maintenance begins after the completion of all up-dosing levels.
If the patient does not tolerate the increased dose level, this allergic reaction may lead the
patient to discontinue use of the product, or worse, cause a life-threatening reaction called
anaphylaxis. In fact, the drug will carry a boxed warning on the risk of anaphylaxis with the
drug, and the FDA is requiring a Risk Evaluation and Mitigation Strategy (REMS).
Palforzia will be available only through specially certified healthcare providers, healthcare
settings, and pharmacies to patients enrolled in the REMS program, the agency said. Also, the
initial dose escalation and first dose of each updosing level can be given only in a certified
setting.

Viaskin Peanut / DBV Technologies
Viaskin Peanut is a transdermal patch used to deliver epicutaneous immunotherapy (EPIT)..
Unlike OIT, EPIT provides continuous antigen exposure at the same dose rather than gradual
dose escalation. The Viaskin Peanut technology delivers peanut allergen protein to specific
epidermal dendritic cells (Langerhans cells) which allows for drug delivery directly to lymph
nodes without entry to the bloodstream. It is believed that this contributes to a better safety
profile for Viaskin Peanut compared with OIT.
Viaskin Peanut is considered a biologic drug, which will impact the approval pathway and
potential for future competition (as the competition would need to be in the form of biosimilars,
which are much more difficult than generics to develop and market).

Monoclonal Antibody Therapy
Monoclonal antibodies that reduce the antibody-mediated allergic response associated with
various food allergies (e.g. tree nuts, peanuts, milk, egg) are an area of current interest. An
appealing aspect of monoclonal antibody therapy is that it is non-specific and can potentially
reduce the allergic response to multiple food allergies and other associated conditions such as
asthma and eczema.
The monoclonal antibody Xolair (omalizumab) was granted Breakthrough Therapy status in
August 2018 for the prevention of severe food allergy reactions based on seven trials over the
past decade assessing efficacy and safety versus various food allergens such as peanut, milk,
and egg. Small trials combining it with OIT have demonstrated improved tolerability of OIT
treatment.
Another monoclonal antibody, dupilumab (Dupixent) is being tested in a phase 2 trial in which it
is combined with AR-101.This clinical trial is currently ongoing.

Potential Managed Care Considerations
The below are utilization management considerations that Confidio clinicians foresee PBMs will be
debating through each PBMs Pharmacy and Therapeutics Committee process.
1. Palforzia and Viaskin Peanut will likely both have appeal based on dosage form preferences,
labeling, and efficacy/safety profiles. Palforzia appears to have better efficacy but with a higher
incidence of adverse effects.
Viaskin Peanut appears to be less effective but safer. Palforzia
will be used in patients 4-17 years old while Viaskin Peanut will only be used in patients 4-11
a.
Require prescribing by or in consultation with an Allergist due to complexity and
need for safety monitoring
b.
Restrict age based on manufacturer labeling

years old.
c.
Definitive documentation of a peanut allergy should be required.
Although clinical trials required screening using an oral food challenge,plans
may want to consider alternative documentation to establish the peanut allergy
diagnosis (e.g. clinical history confirmed with IgE levels, skin prick testing).
2. Prior Authorization Considerations
2. Prior Authorization Considerations (cont.)
3. Maintenance of the desensitization will require a continuation of the maintenance dose of OIT
or EPIT for an indefinite period for most patients. Plans will need to consider whether to cover
maintenance therapy for an indefinite period and if so, establish reauthorization timepoints with
appropriate criteria for confirming the benefit of ongoing therapy for each patient.
4. Include in coverage policies that coadministration of OIT with a monoclonal antibody (e.g.
omalizumab, dupilumab) for purposes of improving tolerability of OIT should be considered
investigational until the monoclonal antibody has been clearly shown to be safe and effective for
this indication. Real world clinical experience with Palforzia and results from ongoing trials will
determine the demand for coadministration of a monoclonal antibody with OIT in the future.

Potential Budget Impact
Aimmune set the list price of Palforzia at $890 per month, or nearly $11,000 per year. Since
Viaskin Peanut has not been approved by the FDA, pricing has not been established for it,
making it difficult to assess budget impact at this time.
Since these are new treatments with potential for long-term use in any patient between 4-17
years old with peanut allergy (approximately 1.25 million patients), there could potentially be a
substantial impact on drug budgets. The potential for concurrent use of monoclonal antibodies in
the future would potentially add to this impact. From an overall budget perspective, a potential
cost offset may be a decrease in the rate of emergency room visits/hospitalizations related to
severe peanut allergy reactions. Quality of life measures will also be an important consideration
in determining the value of these therapies.
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