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Nestlé reconsidering only FDA-approved peanut allergy drug for 
children due to slow adoption

Following “lower than expected 
demand,” Nestlé is “exploring 
strategic options” for Palforzia 
[Peanut (Arachis hypogaea) Aller-
gen Powder-dnfp] the first and 
only drug approved by the United 
States Food and Drug Adminis-
tration (FDA) for the treatment 
of peanut allergy in children ages 
4 to 17. 
According to BBC News and End-
points News, the announcement 
by Nestlé CEO Mark Schneider 
was made only two years after 
Nestlé acquired the drug’s man-
ufacturer Aimunne Therapeu-
tics. “The review is expected to 
be completed in the first half of 
2023,” BBC News noted, quoting 
a Nestlé release.
In 2017, Nestlé purchased more 
than $470 million worth of 
Aimmune Therapeutics stock, 
resulting in approximately 25% 
ownership, then acquired the 
company in 2020 following the 
FDA approval. Analysts pro-
jected Palforzia sales of more than 
$1 billion. However, Schneider 
“noted in an investor call…that 
the drug has proven to be more 
‘niche therapy’ than blockbuster,” 
BBC News stated. “Both patient 
retention and allergist adoption 
[have] been lower than expected,” 
Schneider added.

Contributing factors 
Several causes may have contrib-
uted to the slow adoption. The 
COVID-19 pandemic began 
shortly after the Palforzia approval, 
preventing many patients from 
visiting doctors’ offices. Also, 
“some patients are not able to 

commit to the bi-weekly visits 
required for several months of 
treatment,” Panida Sriaroon, med-
ical director of the Johns Hop-
kins All Children’s Food Allergy 
Clinic, told BBC News. Schneider 
also noted the frequency of doc-
tor’s visits and additional time 
required when escalating doses 
(see sidebar article). In addition, 
“complicated billing procedures 
have discouraged many providers 
from offering the treatment, mak-
ing it difficult for some patients to 
access,” said BBC News.
Nevertheless, Kenneth Men-
dez, president and CEO of the 
Asthma and Allergy Foundation 
of America (AAFA) told Endpoints 
News  that “Palforzia is covered 
by many insurance plans whereas 
non-FDA approved therapies 
often have high out-of-pocket 
costs that limit access to those who 
can afford it. We hope that Palfor-
zia continues to be an option for 
people and families managing 
food allergies.” 

Implications of a sale
A Nestlé spokesperson told BBC 
News that “the company could 
not speculate on ‘next steps’ for 
the medication or…the conse-
quences of selling the drug to 
another company….”
BBC News also provided a dif-
ferent perspective, from Tim van 
Biesen, managing partner of con-
sulting firm Bain & Company’s 
Global Healthcare practice. “Sell-
ing Palforzia could actually make 
the treatment more widely avail-
able as a new company would 
seek to recruit as many patients as 
possible,” he suggested. “But if the 
company is unable to find a buyer, 
that could be a cause for concern 
among patients,” he added.

Concerns about future 
drug development 
BBC News also explained that the 
drug’s disappointing sales have 
sparked concerns about future 
investment in the broader food 
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Food allergy bravery 
clinic helps children 
overcome anxiety
According to an article published 
by PR Newswire and Children’s 
Hospital of Philadelphia, “chil-
dren with life-threatening food 
allergies are taught from an early 
age to proceed with caution” re-
garding food. Protective actions 
can include “checking labels, ask-
ing about ingredients and not 
eating food at a friend’s house” if 
they do not know whether it con-
tains potential allergens. In addi-
tion, “that necessary caution can 
evolve into unnecessary avoid-
ance, not only of foods, but of so-
cial situations where food might 
be served. This disordered eating 
and avoidance is driven by anx-
iety and if unaddressed can sig-
nificantly derail a child’s quality 
of life and social development.”

However, the Food Allergy Bravery 
(FAB) Clinic at Children’s Hospi-
tal of Philadelphia (CHOP), pro-
vides cognitive behavioral therapy 
(CBT) to treat children who have 
severe food allergy-related anxiety, 
helping them “reduce their fears 
and improve their quality of life.” 
The clinic was established in 2018 
as the first of its kind and is avail-
able to children and adolescents of 
all ages. 
Children’s Hospital of Philadel-
phia is a non-profit, charitable 
organization. Founded in 1855 
as the first pediatric hospital in 
the United States, its pediatric 
research program is among the 
largest in the country.

Repeated brave practices
Patients receive individualized 
treatment in five to eight sessions, 
led by an allergy practitioner or 
mental health provider, which 
focus on “repeated ‘brave prac-
tices’ to encourage the child to 
take small steps towards facing 
allergen-related fears and building 
confidence around food and social 
situations.” Tasks can include 
“sniffing an allergen, touching an 
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allergy research and drug develop-
ment space, perhaps providing a 
“cautionary tale” for manufactur-
ers considering investing in food 
allergy therapeutics.
Stacey Sturner, who has a child 
with a peanut allergy, manages 
the Facebook group “Food Allergy 
Treatment Talk,” providing a 
forum for experts and families to 
discuss allergy therapies. “There 
remains a massive disconnect 
between what investors want and 
what the food allergy community 
needs,” she told BBC News.
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FDA approves first drug 
for treatment of peanut 
allergy in children 
In January 2020, the US Food 
and Drug Administration (FDA) 
approved Palforzia [Peanut (Arachis 
hypogaea) Allergen Powder-dnfp] 
“to mitigate allergic reactions, 
including anaphylaxis, that may 
occur with accidental exposure to 
peanuts” for use in children ages 4 
through 17.
An FDA news release noted that 
“when used in conjunction with 
peanut avoidance, Palforzia pro-
vides an FDA-approved treatment 
option to help reduce the risk of 
these allergic reactions in children 
with peanut allergy.”
Palforzia was described by the FDA 
as “a powder manufactured from 
peanuts and packaged in pull-
apart color-coded capsules for 
Dose Escalation and Up-Dosing, 
and in a sachet for maintenance 
treatment. The powder is emp-
tied from the capsules or sachet 
and mixed with a small amount 
of semisolid food—such as apple-

sauce, yogurt or pudding—that the 
patient consumes.”
The release provided details about 
Palforzia usage including “treat-
ment with Palforzia consists of 
three phases: Initial Dose Escalation, 
Up-Dosing, and Maintenance. The 
Initial Dose Escalation phase is given 
on a single day. The Up-Dosing phase 
consists of 11 increasing dose levels 
and occurs over several months.”
“The FDA [required] a Risk Eval-
uation and Mitigation Strategy 
(REMS) with this approval” and 
included multiple factors to assure 
safe use. In part, “Palforzia will 
only be available through specially 
certif ied healthcare providers, 
healthcare settings, and pharma-
cies to patients who are enrolled in 
the REMS program.” Also, “patients 
or their parents or caregivers must 
also be counseled on the need for 
the patients to have injectable epi-
nephrine available for immediate use 
at all times, the need for continued 
dietary peanut avoidance, and how 
to recognize the signs and symptoms 
of anaphylaxis.”
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in a Clinical Sample of Chil-
dren. Annals of Allergy, Asthma 
& Immunology, Online Septem-
ber 23, 2022, DOI: 10.1016/j.
anai.2022.09.021.

anxiety and medically unnecessary 
and impairing anxious avoidance 
related specifically to their food 
allergy.” The study used “a group 
format in which children and their 
caregivers attended six 90-minute 
sessions together.”
In the study findings, “patients 
showed significant reductions 
on two standardized scales of 
anxiety: one that measures food 
allergy- specific anxiety (SOFAA), 
which was created at CHOP; and 
one that measures general anxi-
ety (SCARED). Improvements 
were seen on both child-rated 
and parent-rated forms. Caregiv-
ers also filled out satisfaction sur-
veys at the end of treatment, and 
the results showed that 100% of 
caregivers found the FAB program 
to be ‘very helpful’ or ‘extremely 
helpful’ for both their children 
and themselves. The children and 
parents also reported an improve-
ment in quality of life.”
“For children with food allergies, 
a little anxiety is helpful in stay-
ing vigilant, but too much anxiety 
can prevent them from participat-
ing in safe—and fun—activities 
that are important for their devel-
opment and quality of life,” said 
Megan O. Lewis, MSN, CRNP 
and co-director of the FAB Clinic. 
“This study shows that our Food 
Allergy Bravery program is a suc-
cessful treatment for helping chil-
dren with food allergy anxiety 
overcome their fears and improve 
their day-to-day life.”
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allergen (followed by hand wash-
ing), or eating a needlessly feared 
allergen-free food, followed by 
homework that involves perform-
ing these tasks at home.” Exposures 
are designed to occur “gradually, 
enabling children to become com-
fortable being progressively closer 
to their allergen without having an 
allergic reaction.”

Study findings: Significant 
declines in anxiety
A study evaluating the program’s 
effectiveness was published in 
the Annals of Allergy, Asthma & 
Immunology in September 2022 
and led by psychologist and for-
mer co- director of the FAB clinic, 
Katherine K. Dahlsgaard, PhD. 
The study included ten patients, 
ages 8 to 12, with “confirmed IgE- 
mediated food allergies that were 
well- controlled, as well as excessive 

A scale to measure 
food allergy anxiety
The Scale of Food Allergy Anxiety 
(SOFAA), used to measure food 
allergy related anxiety in children, 
was developed by medical profes-
sionals at CHOP’s Food Allergy 
Center and a cognitive-behavioral 
psychologist who specializes in 
pediatric anxiety, in consultation 
with parents of children with food 
allergies.
Currently, there are four versions 
of the SOFAA. They include a 
self-rated questionnaire for use 
with children and adolescents 
ages 8-18 to assess food allergy- 
related anxiety and related anxious 
avoidance behaviors over the past 
week. Another is a corresponding 
parent-rated version, in which par-
ents rate their perceptions of their 
child’s food allergy-related anxiety 
and anxious avoidance over the 
past week.
A ll versions are download-
able at the following link and 
free to use for non-commercial 
re sea rch and c l in ica l  pur-
poses: www.chop.edu/services/
food-allergy-bravery-clinic.


