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                          Clinical Guideline 
Oscar Clinical Guideline: Palforzia [Peanut (Arachis hypogaea) Allergen Powder-dnfp] (PG245, Ver. 1) 

 

Palforzia [Peanut (Arachis hypogaea) Allergen Powder-dnfp] 
 

 

Disclaimer 

Clinical guidelines are developed and adopted to establish evidence-based clinical criteria for 

utilization management decisions. Clinical guidelines are applicable according to policy and plan 

type. The Plan may delegate utilization management decisions of certain services to third parties who 

may develop and adopt their own clinical criteria.  

 

Coverage of services is subject to the terms, conditions, and limitations of a member’s policy, as well 

as applicable state and federal law. Clinical guidelines are also subject to in-force criteria such as the 

Centers for Medicare & Medicaid Services (CMS) national coverage determination (NCD) or local 

coverage determination (LCD) for Medicare Advantage plans. Please refer to the member’s policy 

documents (e.g., Certificate/Evidence of Coverage, Schedule of Benefits, Plan Formulary) or contact 

the Plan to confirm coverage. 

 

 

Summary 

Peanut allergy is one of the most common food allergies, affecting over 1 million children in the United 

States. Peanut allergy typically presents in childhood, and only around 20% of affected individuals will 

develop tolerance. Allergic reactions to peanuts can be unpredictable and severe, potentially resulting in 

life-threatening anaphylaxis. Historically, management has focused on strict avoidance of peanut protein 

and acute treatment of allergic reactions with antihistamines and epinephrine. 

 

Palforzia is an oral immunotherapy agent indicated for the mitigation of allergic reactions, including 

anaphylaxis, that may occur with accidental exposure to peanuts. Through gradual dose escalation, 

Palforzia can help desensitize patients and raise their threshold for allergic reactivity to peanut protein. 

While not a cure, Palforzia can reduce the incidence and severity of allergic reactions due to 

unintentional peanut exposure when used in conjunction with peanut avoidance. 
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NOTE: This policy is specific to Palforzia [Peanut (Arachis hypogaea) Allergen Powder-dnfp], an FDA-

approved oral immunotherapy product for peanut allergy. Other forms of allergen immunotherapy are 

addressed in separate policies: 

● Subcutaneous immunotherapy (SCIT) for respiratory and venom allergies - refer to Oscar Clinical 

Guideline: Allergy (Allergen) Immunotherapy (CG059) 

● Sublingual allergen immunotherapy (SLIT) for allergic rhinitis and conjunctivitis - refer to Oscar 

Clinical Guideline: Allergen Sublingual Immunotherapy (SLIT) (PG093) 
⇅Please consult the relevant policy for specific coverage criteria. The Plan reserves the right to 

modify these policies and/or create additional policies as treatment options evolve. Providers 

should review all applicable policies and the member's benefit plan to determine coverage. 

 

 

Definitions 

"Anaphylaxis" is a potentially life-threatening systemic hypersensitivity reaction, often involving multiple 

organ systems such as the skin, gastrointestinal tract, respiratory tract and cardiovascular system. 

 

"Desensitization" refers to a temporary increase in the threshold dose of an allergen required to cause 

allergic symptoms, dependent on regular, ongoing exposure. 

 

"Oral immunotherapy (OIT)" is the administration of gradually increasing doses of an allergen to induce 

a state of desensitization and/or tolerance. 

 

"Peanut allergy" refers to an immunoglobulin E (IgE)-mediated hypersensitivity reaction to peanut 

proteins leading to reproducible allergic symptoms upon exposure. 

 

"Tolerance" is the long-term, permanent resolution of allergic responsiveness to a specific allergen, 

allowing the allergen to be consumed without symptoms even after a period of avoidance. 

 

 

Medical Necessity Criteria for Initial Authorization  

The Plan considers Palforzia [Peanut (Arachis hypogaea) Allergen Powder-dnfp] medically necessary 

when ALL of the following criteria are met: 

1. Therapy will be initiated and monitored by a physician experienced in the diagnosis and 

treatment of food allergy (e.g., allergist or immunologist); AND 

2. The member is between 1 year of age and 17 years of age↹; AND 
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↹Continued use into adulthood (18 years and older) may be considered for those who initiated 

treatment earlier. 

3. The member has a documented diagnosis of of peanut allergy confirmed by BOTH of the 

following: 

a. Physician-documented history of allergic reaction to peanuts (or peanut-containing 

foods); and 

b. At least ONE of the following: 

i. Positive skin prick test to peanut (i.e., mean wheal diameter ≥3 mm larger than 

negative control); or 

ii. Peanut-specific serum IgE level of >0.35 kUA/L; AND 

4. Palforzia will be used in conjunction with a peanut-avoidant diet; AND 

5. The member does NOT have ANY of the following: 

a. Uncontrolled asthma, defined as frequent asthma exacerbations or persistent symptoms 

despite treatment; and/or 

b. History of eosinophilic esophagitis or other eosinophilic gastrointestinal disease; AND 

6. The member has access to epinephrine (via auto-injector or nasal spray) and has been 

prescribed and instructed on its use; AND 

7. Dose escalation and the first dose of each up-dosing level will be administered under 

supervision in a healthcare setting capable of treating systemic allergic reactions, including 

anaphylaxis. 

 

If the above prior authorization criteria are met, the requested product will be authorized for 12-

months. 

 

 

Medical Necessity Criteria for Reauthorization 

Reauthorization for 12-months will be granted if the member has recent (within the last 3 months) clinical 

chart documentation demonstrating ALL of the following criteria:  

1. Palforzia [Peanut (Arachis hypogaea) Allergen Powder-dnfp] continues to be medically necessary 

and member is tolerating and adherent to therapy; AND 

a. For members who have turned 18 while on treatment, the prescriber confirms that 

continuation of Palforzia is appropriate based on the member's clinical response and 

risk-benefit assessment. 

2. Prescriber documents clinical benefits of Palforzia therapy, such as: 
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a. Increased threshold for reactivity to peanut protein as demonstrated by oral food 

challenge; or 

b. Reduced frequency and/or severity of allergic reactions to accidental peanut exposure; 

or 

c. Improved quality of life scores related to food allergy; AND 

3. The member continues to maintain a peanut-avoidant diet and has access to emergency 

epinephrine (via auto-injector or nasal spray). 

 

 

Experimental or Investigational / Not Medically Necessary 

Palforzia [Peanut (Arachis hypogaea) Allergen Powder-dnfp] for any other indication or use is 

considered not medically necessary by the Plan, as it is deemed to be experimental, investigational, or 

unproven. Non-covered indications include, but are not limited to, the following: 

● Initiation of Palforzia in members without access to and ability to use epinephrine (i.e., 

epinephrine auto-injector or epinephrine nasal spray). 

● Initiation or continuation of Palforzia in members without a formal diagnosis of peanut allergy 

confirmed by clinical history and diagnostic testing. 

● Initiation or up-dosing of Palforzia therapy in any setting other than a healthcare facility 

equipped to treat anaphylaxis. 

● Use of Palforzia for the treatment of other food allergies or other forms of immunotherapy, as 

the safety and efficacy for these uses have not been established. 

● Use of Palforzia in members under 1 year of age, as the safety and efficacy has not been 

established. 

● Use of Palforzia in members with a history of severe or life-threatening anaphylaxis to peanuts, 

especially with a history of recent severe or life-threatening reactions, as the safety and efficacy 

in this population has not been established. 

● Use of Palforzia in members with uncontrolled asthma, as these patients were excluded from 

clinical trials. 

● Use of Palforzia to allow for intentional consumption of peanut-containing foods. Palforzia should 

be used in conjunction with a peanut-avoidant diet. 
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Applicable Billing Codes (HCPCS/CPT Codes) 

 

CPT/HCPCS Codes considered medically necessary if criteria are met: 

Code Description 

95076 
Ingestion challenge test (sequential and incremental ingestion of test items, e.g., 
food, drug or other substance); initial 120 minutes of testing 

95079 

Ingestion challenge test (sequential and incremental ingestion of test items, e.g., 
food, drug or other substance); each additional 60 minutes of testing (List 
separately in addition to code for primary procedure) 

95180 Rapid desensitization procedure, each hour (e.g., insulin, penicillin, equine serum) 

95199 Unlisted allergy/clinical immunologic service or procedure 

99213 

Office or other outpatient visit for the evaluation and management of an 
established patient, which requires a medically appropriate history and/or 
examination and low level of medical decision making. When using total time on 
the date of the encounter for code selection, 20 minutes must be met or 
exceeded. 

99214 

Office or other outpatient visit for the evaluation and management of an 
established patient, which requires a medically appropriate history and/or 
examination and moderate level of medical decision making. When using total 
time on the date of the encounter for code selection, 30 minutes must be met or 
exceeded. 

99215 

Office or other outpatient visit for the evaluation and management of an 
established patient, which requires a medically appropriate history and/or 
examination and high level of medical decision making. When using total time on 
the date of the encounter for code selection, 40 minutes must be met or 
exceeded.  

99415 

Prolonged clinical staff service (the service beyond the highest time in the range 
of total time of the service) during an evaluation and management service in the 
office or outpatient setting, direct patient contact with physician supervision; first 
hour (List separately in addition to code for outpatient Evaluation and 
Management service)  

99416 

Prolonged clinical staff service (the service beyond the highest time in the range 
of total time of the service) during an evaluation and management service in the 
office or outpatient setting, direct patient contact with physician supervision; 
each additional 30 minutes (List separately in addition to code for prolonged 
service)  
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99417 

Prolonged outpatient evaluation and management service(s) time with or without 
direct patient contact beyond the required time of the primary service when the 
primary service level has been selected using total time, each 15 minutes of total 
time (List separately in addition to the code of the outpatient Evaluation and 
Management service)  

C9399 
Palforzia [peanut (Arachis hypogaea) allergen powder-dnfp] 
Unclassified drugs or biologicals 

J8499 
Palforzia [peanut (Arachis hypogaea) allergen powder-dnfp] 
Prescription drug, oral, non chemotherapeutic, nos 

ICD-10 codes considered medically necessary if criteria are met: 

Code Description 

Z91.010 Allergy to peanuts 

T78.01XA Anaphylactic reaction due to peanuts, initial encounter 

T78.01XD Anaphylactic reaction due to peanuts, subsequent encounter 

T78.01XS Anaphylactic reaction due to peanuts, sequela 

T78.2XXA Anaphylactic shock, unspecified, initial encounter 

T78.2XXD Anaphylactic shock, unspecified, subsequent encounter 

T78.2XXS Anaphylactic shock, unspecified, sequela 

T78.40XA Allergy, unspecified, initial encounter 

T78.40XD Allergy, unspecified, subsequent encounter 

T78.40XS Allergy, unspecified, sequela 
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