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Drug Name:  
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Palforzia™ [Peanut (Arachis hypogaea) Allergen 
Powder-dnfp]  
Allergen-Specific Immunotherapy 

Prepared For: MO HealthNet 
Prepared By: Conduent 

 
 New Criteria    Revision of Existing Criteria 

 
Executive Summary   
 

Purpose: 

The purpose of this monograph is to provide a review of new therapy to 
determine whether the reviewed drug should be made available on an open 
access basis to prescribers, require a clinical edit or require prior authorization 
for use.  

  
Dosage Forms: 
 
 
 
 
Manufacturer: 

Palforzia is available as capsules in an initial dose escalation pack as well 
as daily dose packs in the following strengths: 3 mg, 6 mg, 12 mg, 20 mg, 
40 mg, 80 mg 120 mg, 160 mg, 200 mg, 240 mg. The maintenance dose of 
300 mg is available as sachets.  
 
Aimmune Therapeutics, Inc. Brisbane, CA 94005. 

Summary of 
Findings: 

 
Palforzia works to offer gradual desensitization and maintenance to protect 
peanut-allergic individuals in case of accidental exposure to peanut allergen.  
In a phase 3, randomized, double-blind, placebo-controlled study (N=496) 
Palforzia showed statistically significant improvement in patients ability to 
tolerate peanut protein during the DBPCFC at study conclusion.  The most 
common adverse reactions during the study were abdominal pain, throat 
irritation, wheezing, pruritus and anaphylactic reactions.  Palforzia has a black 
box warning for anaphylaxis and patients should be monitored for signs and 
symptoms of asthma, eosinophilic gastrointestinal disease, and 
gastrointestinal adverse reactions while on therapy.  Palforzia also has a 
REMS system to help mitigate the risk of anaphylaxis that requires health 
care providers, the health care setting, patients and pharmacies to be 
certified with the program.   

  
Status 
Recommendation: 

 Clinical Edit 
 Open Access 

 PA Required 
 PDL 

   
Type of PA 
Criteria: 

 Appropriate Indications 
 No PA Required 

 Non-Preferred 
 Preferred 
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Purpose 
The purpose of this monograph is to provide a review of new therapy to determine whether the 
reviewed drug should be considered a prior authorization drug, a clinical edit drug or an open 
access drug. While prescription expenditures are increasing at double-digit rates, payers are 
evaluating ways to control these costs by influencing prescriber behavior and guide appropriate 
medication usage. This review will assist in the achievement of qualitative and economic goals 
related to health care resource utilization. Restricting the use of certain medications can reduce 
costs by requiring documentation of appropriate indications for use, and where appropriate, 
encourage the use of less expensive agents within a drug class. 
 

Introduction (1,2,3) 
Peanut allergy is made up of high rates of severe reactions when a patient is exposed to peanuts.  
This can impact quality of life and can lead to severe anaphylactic reactions ultimately ending in 
death.  It is estimated that approximately 2.2% of children/adolescents in the US have peanut 
allergy.  Peanut allergy is currently the most common food allergy in children and is believed to be 
growing in incidence in the US with the prevalence tripling between 1997 and 2008.  It has a high 
emergency department rate and is the leading cause of food allergy-related deaths in children.  
This condition can also strain patients and families in terms of specialized foods, missed social 
activities and potential for need to be homeschooled as current treatment options are centered on 
strict avoidance of the allergen.  It is difficult, if not impossible, to entirely avoid all peanut allergens 
which leads to accidental reactions requiring patients to carry epinephrine autoinjectors in case of 
an anaphylactic reaction.  Palforzia is a novel treatment option to help combat peanut allergy and 
works to mitigate allergic reactions to the allergen.  This is not a cure, but rather a tool to help with 
avoidance and decrease or minimize allergic reactions especially in accidental exposures. 
 

Dosage Form (1) 
Palforzia is available as capsules in an initial dose escalation pack as well as daily dose packs 
in the following strengths: 3 mg, 6 mg, 12 mg, 20 mg, 40 mg, 80 mg 120 mg, 160 mg, 200 mg, 
240 mg. The maintenance dose of 300 mg is available as sachets.  
 

Manufacturer (1) 
Aimmune Therapeutics, Inc. Brisbane, CA 94005 
 

Indication(s) (1) 
Palforzia is indicated as an oral immunotherapy for the mitigation of allergic reactions, including 
anaphylaxis, that may occur with accidental exposure to peanut.  This is approved for patients with 
a confirmed diagnosis of peanut allergy for patients 4 years of age and older.  
                   

Clinical Efficacy (1,2) (mechanism of action/pharmacology, comparative 
efficacy)  
The mechanism of action for Palforzia has not been established.  This medication works to offer 
gradual desensitization and maintenance to protect peanut-allergic individuals in case of accidental 
exposure to peanut allergen. 
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Clinical Trials Experience 
“Peanut Allergy Oral Immunotherapy Study of AR101 for Desensitization in Children and Adults 
(PALISADE) 
STUDY 1 DESIGN Phase 3, randomized, triple-blind, placebo-controlled study (n = 554).  
INCLUSION 
CRITERIA 

 Age 4 through 55 years 
 Clinical history of allergy to peanuts or peanut-containing foods 
 Serum immunoglobulin (IgE) to peanut > 0.35 kUA/L (kilos of 

allergen-specific units per liter, determined by UniCAP™* within the 
past 12 months and/or a skin prick test (SPT) to peanut > 3 mm 
compared to control 

 Experience dose-limiting symptoms at or before the 100 mg 
challenge dose of peanut protein (measured as 200 mg of peanut 
flour) on Screening DBPCFC conducted in accordance with 
PRACTALL** guidelines 

 Not be residing at the same address as another subject in this or 
any peanut OIT study 

*UniCAP™: a laboratory system for routing diagnostic testing of allergy 
and tool for basic studies on allergens and antibodies 
**PRACTALL: PRACTical issues in ALLergology Joint United 
States/European Union Initiative  

EXCLUSION 
CRITERIA 

 History of cardiovascular disease, including uncontrolled or 
inadequately controlled hypertension 

 History of severe or life-threatening episode of anaphylaxis or 
anaphylactic shock within 60 days of Screening DBPCFC 

 History of chronic disease (other than asthma, atopic dermatitis, or 
allergic rhinitis) that is, or is at significant risk of becoming, unstable 
or requiring a change in chronic therapeutic regimen 

 History of eosinophilic esophagitis (EoE), other eosinophilic 
gastrointestinal disease, chronic, recurrent, or severe 
gastroesophageal reflux disease (GERD), symptoms of dysphagia 
or recurrent gastrointestinal symptoms of undiagnosed etiology 

 History of a mast cell disorder, including mastocytosis, urticarial 
pigmentosa, and hereditary or idiopathic angioedema 

 Developing dose-limiting symptoms in reaction to the placebo part 
of the Screening DBPCFC 

 Having the same place of residence as another subject in the study 
TREATMENT 
REGIMEN 

Patients underwent an Initial Dose Escalation followed by Up-Dosing for 
20-40 weeks until the 300 mg dose was achieved.  Patients then 
underwent 24-28 weeks of Maintenance dosing with 300 mg Palforzia 
until the end of the study.  The primary efficacy endpoint was the 
percentage of subjects tolerating a single dose of 600 mg peanut 
protein in the exit double-blind, placebo-controlled food challenge 
(DBPCFC).  The DBPCFC was done at the end of the 6 month 
Maintenance period to approximate an accidental exposure to peanut 
and asses their ability to tolerate increasing amounts of peanut protein 
with no more than a mild allergic symptoms.  

RESULTS Palforzia showed statistically significant improvement in patient’s ability to 
tolerate peanut protein during the DBPCFC at study conclusion.  This was 
seen in single-dose peanut challenge of 300 mg, 600 mg and 1000 mg (p-
value < 0.0001).  For the 600 mg challenge, 84.5% of Palforzia patients 
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had no more than mild symptoms at the exit DBPCFC compared to 4.3% 
of placebo-treated patients. 

SAFETY Discussed in the Adverse Effects section below. 
 

 

Contraindications (1) 
Palforzia is contraindicated in patients with: 

 Uncontrolled asthma 
 A history of eosinophilic esophagitis and other eosinophilic gastrointestinal disease. 

 

Warnings and Precautions (1) 
 Anaphylaxis (Black Box Warning):  Anaphylaxis has been reported during all phases 

of dosing and Palforzia should not be initiated in a patient who has had a severe or life-
threatening anaphylaxis with the previous 60 days.  All initial doses and dosage changes 
should be administered under observation in a health care setting and patients should 
be educated to spot signs and symptoms of anaphylaxis prior to dosage.  

 Palforzia REMS Program:  Palforzia in only available under a Risk Evaluation and 
Mitigation Strategy (REMS) due to the anaphylactic risk.  It is important to note the 
health care providers, health care setting, patients and pharmacies must all be certified 
with the program. 

 Asthma:  Patients with uncontrolled asthma are at serious risk of serious outcome, 
including death, when taking Palforzia.  Asthma symptoms should be under control prior 
to starting therapy and doses should be temporarily held if the patient is experiencing an 
acute asthma exacerbation.    

 Eosinophilic Gastrointestinal Disease:  Palforzia should be discontinued in patients 
who experience severe or persistent gastrointestinal symptoms including dysphagia, 
vomiting, nausea, gastroesophageal reflux, chest pain, or abdominal pain.   

 Gastrointestinal Adverse Reactions:  Dose modifications may be needed for patients 
experiencing gastrointestinal adverse reaction including abdominal pain, vomiting, 
nausea, oral pruritus and oral paresthesia.   
 

Adverse Effects (3,4) 
 

Most common, ≥ 2 
% 

 IDE 
Palforzia 
(n = 709) 

% 

IDE 
Placebo 
(n = 292) 

% 

Up-
Dosing 

Palforzia 
(n = 292) 

% 

Up-
Dosing 
Placebo 
(n = 292) 

% 

Palforzia 
300 mg 
(n=310) 

% 

300 mg 
Placebo 
(n=118) 

% 

Abdominal Pain 26.1 8.2 67.1 34.6 29 16.9 
Vomiting 3.1 0.7 36.5 16.3 16.1 11.9 
Nausea 8.5 0.7 32.3 14.2 14.5 6.8 
Oral pruritus 8.7 3.1 31.2 10.4 16.5 5.9 
Oral paresthesia 1.8 2.4 13.6 3.8 7.4 1.7 
Throat Irritation 9.3 5.1 40.3 17 13.9 9.3 
Cough 2.5 0.3 31.9 23.5 19.7 18.6 
Rhinorrhea 1.3 1.4 20.9 17.3 14.8 7.6 
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Sneezing 3.4 2.7 20.2 10.7 10.6 4.2 
Throat Tightness 2.5 1 14.1 2.8 6.5 0 
Wheezing 0.6 0 12.3 7.3 6.1 8.5 
Dyspnea 0.3 0.3 7.6 1.7 5.5 0.8 
Pruritus 7.9 5.5 32.5 20.4 14.5 0.8 
Urticaria 3.9 3.4 28.4 18.7 20.3 14.4 
Anaphylactic 
Reaction 

0.7 0.3 9.1 3.5 8.7 1.7 

Ear Pruritus 0.7 0.3 5.9 0.7 2.3 0 
 
 

Drug Interactions (1) 
 There are no known interactions with Palforzia.  As with any medication, interactions are 

possible and patients should be monitored for potential interactions while using 
Palforzia. 
 

Dosage and Administration (1) 
Palforzia is administered in 3 sequential phases: Initial Dose Escalation, Up-Dosing, and 
Maintenance.  It is important to note that patients have injectable epinephrine and its 
appropriate use prior to starting treatment. 

 Initial Dose Escalation:  Palforzia is administered on a single day under the supervision 
of a health care professional in a health care setting and is administered in sequential 
order on a single day beginning at Level A.  Each dose should be separated by a 20-30 
minute observation period with a minimum 60 minute observation after the final dose.   

 Up-Dosing:  This must be completed after Initial Dose Escalation; preferably the day 
after Initial Dose Escalation is complete.  No more than 1 dose should be consumed per 
day and no dose level should be omitted.  The same monitoring guidelines should be 
followed as listed under the Initial Dose Escalation section. 

 Maintenance:  All dose levels of Up-Dosing must be completed before Maintenance 
dosing.  The Maintenance dose is 300 mg daily and daily maintenance is required to 
maintain the effect of Palforzia.  Patients should be contacted at regular intervals to 
assess for adverse reactions while on the Maintenance dosage.   

The following tables demonstrate the dosing configurations for each phase: 

Initial Dose Escalation (Single Day Dose Escalation): 

Dose Level Total Dose Dose Configuration 

A 0.5 mg One 0.5 mg capsule 

B 1 mg One 1 mg capsule 

C 1.5 mg One 0.5 mg and One 1 mg capsule 

D 3 mg Three 1 mg capsules 

E 6 mg Six 1 mg capsules 
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Up-Dosing Daily Dosing Configuration: 

Dose 
Level 

Total Daily 
Dose 

Daily Dose Configuration Dose Duration 
(weeks) 

1 3 mg Three 1 mg capsules 2 

2 6 mg Six 1 mg capsules 2 

3 12 mg Two 1 mg and One 100 mg capsules 2 

4 20 mg One 20 mg capsule 2 

5 40 mg Two 20 mg capsules 2 

6 80 mg Four 20 mg capsules 2 

7 120 mg One 20 mg and One 100 mg capsule 2 

8 160 mg Three 20 mg and One 100 mg capsules 2 

9 200 mg Two 100 mg capsules 2 

10 240 mg Two 20 mg and Two 100 mg capsules 2 

11 300 mg One 300 mg sachet 2 

 

Maintenance Daily Dosing Configuration: 

Dose Level Total Daily Dose Daily Dose Configuration 

11 300 mg One 300 mg sachet 

 

While Palforzia is to be administered orally, the capsule(s) or sachet should be emptied onto a 
few spoonfuls of refrigerated or room temperature semisolid food.  The capsule(s) or sachet 
should not be swallowed and the powder should not be inhaled.  The powder should be mixed 
thoroughly and the entire volume of the mixture should be consumed.  

Dose modifications are not appropriate for patients in the Initial Dose Escalation.  Temporary 
dose modification may be required for patients who experience allergic reactions during the Up-
Dosing and Maintenance periods.  Patients who miss 3 or more consecutive days of dosage 
should consult their healthcare provider for appropriate resumption of Palforzia dosing.  
Palforzia should be discontinued in patients unable to tolerate doses up to and including the 3 
mg dose during Initial Dose Escalation, patients with suspected eosinophilic esophagitis, 
patients unable to comply with the daily dosing requirements, and patients with recurrent 
asthma exacerbations or persistent loss of asthma control.   
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Cost   
 

Generic Name Brand Name Manufacturer Dose Cost**/ 
Month 

Peanut (Arachis 
hypogaea) Allergen 
Powder-dnfp 

Palforzia Aimmune 
Therapeutics, Inc. 

Multiple dosages 
from 0.5 mg to 
300 mg 

$890 

    ** Wholesale Acquisition Cost 

 

Conclusion 
Palforzia works to offer gradual desensitization and maintenance to protect peanut-allergic 
individuals in case of accidental exposure to peanut allergen.  In a phase 3, randomized, double-
blind, placebo-controlled study (n=554) Palforzia showed statistically significant improvement in 
patients’ ability to tolerate peanut protein during the DBPCFC at study conclusion.  The most 
common adverse reactions during the study were gastrointestinal disorders, respiratory disorders, 
skin disorders and immune system disorders.  Some examples of these reactions include 
abdominal pain, throat irritation, wheezing, pruritus and anaphylactic reactions.  Palforzia has a 
black box warning for anaphylaxis and patients should be monitored for signs and symptoms of 
asthma, eosinophilic gastrointestinal disease, and gastrointestinal adverse reactions while on 
therapy.  Palforzia also has a REMS system to help mitigate the risk of anaphylaxis that requires 
health care providers, health care setting, patients and pharmacies to be certified with the 
program for dosing ability.  It also important to note that complete and correct dosing 
requirements of Palforzia including the need for patients have injectable epinephrine and its 
appropriate use prior to starting treatment and that capsule(s) and sachets are not to be 
swallowed.   
 

Recommendation 
The Mo HealthNet Division recommends Clinical Edit status for this product.  
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