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Palforzia™ (peanut (Arachis hypogaea) allergen powder-dnfp)

Requests must be supported by submission of chart notes and patient specific documentation.

A. Coverage of the requested drug is provided when all the following are met:

a.

®oo0oT

h

FDA approved age
FDA approved diagnosis
Prescribed by or in consultation with an allergist or immunologist
Documentation of clinical history of allergic reaction following peanut consumption
Documentation of a confirmed diagnosis of peanut allergy confirmed by one of the following:
i.  Peanut-specific skin prick test (SPT)
ii. Peanut-specific IgE antibodies
Provider attestation that the member will be on a peanut-avoidant diet while on Palforzia therapy
Must have a current prescription for epinephrine and access to an epinephrine autoinjector while using
Palforzia
Must not have severe or uncontrolled asthma, severe or life-threatening anaphylaxis in the past 60 days, or
eosinophilic esophagitis
Must not be used in combination with Viaskin™ Peanut or other peanut desensitization therapy
Trial and failure, contraindication, OR intolerance to the preferred drugs as listed in BCBSM/BCN’s
utilization management medical drug list and/or BCBSM/BCN'’s prior authorization and step therapy
documents

B. Quantity Limitations, Authorization Period and Renewal Criteria

a.
b.
c.

Quantity Limits: Align with FDA recommended dosing

Authorization Period: One year at a time

Renewal Criteria: Clinical documentation must be provided to confirm that all dose levels of up-dosing have
been completed before starting maintenance therapy and that the medication is providing clinical benefit

***Note: Coverage and approval duration may differ for Medicare Part B members based on any applicable criteria
outlined in Local Coverage Determinations (LCD) or National Coverage Determinations (NCD) as determined by Center
for Medicare and Medicaid Services (CMS). See the CMS website at http://www.cms.hhs.gov/. Determination of
coverage of Part B drugs is based on medically accepted indications which have supported citations included or approved
for inclusion determined by CMS approved compendia.

This policy and any information contained herein is the property of Blue Cross Blue Shield of Michigan and its subsidiaries, is strictly confidential, and its
use is intended for the P&T committee, its members and BCBSM employees for the purpose of coverage determinations.
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Background Information:

Palforzia is an oral immunotherapy indicated for the mitigation of allergic reactions, including anaphylaxis, that may
occur with accidental exposure to peanut. It is approved for use in patients with a confirmed diagnosis of peanut
allergy. Initial dose escalation may be administered to patients aged 4 through 17 years. Up-dosing and
maintenance may be continued in patients 4 years of age and older. Palforzia is to be used in conjunction with a
peanut-avoidant diet and is not indicated for the emergency treatment of allergic reactions, including anaphylaxis

The 2010 National Institute of Allergy and Infectious Disease Guidelines for the Diagnosis and Management of Food
Allergies in the United States recommend suspecting a food allergy in patients presenting with anaphylaxis upon
ingestion of food within minutes to hours of ingesting food; in infants, young children, and selected older children
diagnosed with certain disorders, such as moderate to severe atopic dermatitis, eosinophilic esophagitis,
enterocolitis, enteropathy, and food protein-induced allergic proctocolitis; and in adults diagnosed with eosinophilic
esophagitis. Guidelines state the causative food must be identified through one of the following tests: skin prick
tests, intradermal tests, total serum IgE, allergen-specific IgE, atrophy patch test, food elimination diets, or oral food
challenges. In clinical trials for Palforzia, the diagnosis of peanut allergy was confirmed through skin prick testing or
serum peanut specific IgE levels.

Palforzia does not provide a cure for peanut allergy but reduces the risk of potentially life-threatening accidental
exposure to peanut allergens. Despite the reduced risk of life-threatening reactions, Palforzia does have several
serious warnings related to its use, including anaphylaxis. Because of the risk of anaphylaxis, patients should still
have a current prescription for epinephrine and access to an epinephrine autoinjector.

Palforzia has not been studied in patients with severe or uncontrolled asthma, severe or life-threatening anaphylaxis
in the past 60 days, or eosinophilic esophagitis. The medication also has warnings surrounding use in patients that
develop or have these conditions while on therapy. Due to lack of study information and the warnings surrounding
use in these conditions, Palforzia should not be initiated in patients with severe or uncontrolled asthma, severe or life-
threatening anaphylaxis in the past 60 days, or eosinophilic esophagitis.

Palforzia has not been studied and there is no data to support use in combination with other medications used for
desensitization of peanut allergy.
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Policy History
# Date Change Description
1.8 Effective Date: Annual review of criteria was performed, no changes were made
04/10/2025
1.7 Effective Date: Annual review of criteria was performed, no changes were made
04/11/2024
1.6 Effective Date: Annual review of criteria was performed, no changes were made
04/06/2023
1.5 Effective Date: Annual review of criteria was performed, no changes were made
04/14/2022
1.4 Effective Date: Updated to include standard renewal criteria language to the policy
04/08/2021
This policy replaces previously approved criteria that was embedded in a drug review
which will be retired
1.3 Effective Date: UM medical management system update for BCBS
05/01/2020
Line of Business PA Required in Medical
Management System (Yes/No)
BCBS Yes
BCN Yes
MAPPO No
BCNA No
1.2 Effective Date: New full drug review
04/16/2020
1.1 Effective Date: UM medical management system update for BCN
03/01/2020
Line of Business PA Required in Medical
Management System (Yes/No)
BCBS No
BCN Yes
MAPPO No
BCNA No
1.0 Effecttive Date: Preliminary drug review
11/07/2019

* The prescribing information for a drug is subject to change. To ensure you are reading the most current information it is
advised that you reference the most updated prescribing information by visiting the drug or manufacturer website or
http:/dailymed.nim.nih.qgov/dailymed/index.cfm.
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Blue Cross Blue Shield/Blue Care Network of Michigan PN, M e
Medication Authorization Request Form @ y Bhe gg? Network

Palforzia™ (Peanut (Arachis hypogaea) Allergen Powder-dnfp) HCPCS CODE: J3590

Nonprofit corporations and independent licensees
of the Blue Cross and Blue Shield Association

This form is to be used by participating physicians to obtain coverage for Palforzia™. For commercial members only, please complete this form and submit via fax to 1-877-325-5979. If
you have any questions regarding this process, please contact BCBSM Provider Relations and Servicing or the Medical Drug Helpdesk at 1-800-437-3803 for assistance.

PATIENT INFORMATION PHYSICIAN INFORMATION
Name Name
ID Number Specialty
D.O.B. [OMale [IFemale Address
Patient weight (in kg) Date recorded:
Diagnosis City /State/Zip
Drug Name Phone/Fax: P: ( ) - F: ( ) -
Dose and Quantity NPI
Directions Contact Person
Date of Service(s) Contact Person

Phone /Ext.

STEP 1: DISEASE STATE INFORMATION
1. |Initiation or Continuation of treatment? [_] Initiation [_] Continuation Date patient started therapy:
2. Please provide the NPl number for the place of administration:
3. Initiation AND Continuation of Therapy:
a. Please check the patient’s diagnosis: [_] Peanut allergy [_| Other:
b. Does the patient have a clinical history of allergic reaction following peanut consumption?
[] Yes, Please provide the date: ; What did the patient consume: ;
Details regarding the patient allergic reaction:
|:| no Comment
c. Does the patient have documentation of a confirmed diagnosis of peanut allergy by one of the following?
[] Peanut-specific skin prick test (SPT) Date:
[] Peanut-specific IgE antibodies Date:
d. Will the provider attest that the member will be on a peanut-avoidant diet while on Palforzia therapy?
[ ]Yes [ ]No Comment
e. Does the patient have a current prescription for epinephrine and access to an epinephrine autoinjector while using
Palforzia?
[ ]Yes [ ]No Comment
f. Does the patient have severe or uncontrolled asthma?
|:| Yes |:| No Comment
g. Does the patient have eosinophilic esophagitis?
|:| Yes |:| No Comment
h. Has the patient had severe or life-threatening anaphylaxis in the past 60 days?
[ ]Yes [ ]No Comment
i.  Will the patient be receiving Viaskin Peanut or other peanut desensitization therapy while on Palforzia?
|:| Yes |:| No Comment:
4. Continuation Request (please answer questions above as well): Palforzia start date:
a. Have all dose levels of up-dosing been completed before starting maintenance therapy?
|:| Yes |:| No Comment:
b. How has the patient improved while on Palforzia?

[] palforzia is providing clinical benefit [ ] Other:

Please add any other supporting medical information necessary for our review

Coverage will not be provided if the prescribing physician’s signature and date are not reflected on this document.

] Request for expedited review: | certify that applying the standard review time frame may seriously jeopardize the life or health of the member or the member’s ability to regain maximum function

Physician’s Name Physician Signature Date
gthep Ifl t [] Form Completely Filled Out [] Concurrent Medical Problems
eckiis [ Attached Chart Notes [ Prior Therapies
Step 3 By Fax: BCBSM Specialty Pharmacy Mailbox By Mail: BCBSM Specialty Pharmacy Program
Submit 1-877-325-5979 P.O. Box 312320, Detroit, Ml 48231-2320

Confidentiality notice: This transmission contains confidential information belonging to the sender that is legally privileged. This information is intended only for use of the individual or entity named above. The authorized recipient of
this information is prohibited from disclosing this information to any other party. If you are not the intended recipient, you are hereby notified that any disclosure, copying, distribution or action taken in reliance on the contents of this
document is strictly prohibited. If you have received this in error, please notify the sender to arrange for the return of this document.
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