OHSUHealthServices

Zevaskyn™ (prademagene zamikeracel)
(Topical)

Document Number: OHSU HEALTHSERVICES-0796

Last Review Date: 06/05/2025
Date of Origin: 06/05/2025
Dates Reviewed: 06/2025

Length of Authorization

e |Initial: Prior authorization validity will be provided initially for 6 months.

e Renewal: Prior authorization validity may be renewed every 6 months thereafter.
Dosing Limits

Max Units (per dose and over time) [HCPCS Unit]:

e 1 billable unit (1 treatment of up to twelve [12] C7-expressing cellular sheets for each surgical

session [supplied as 3 containers containing up to 4 sheets each])

Initial Approval Criteria *

Submission of supporting clinical documentation (including but not limited to medical records, chart notes,
lab results, and confirmatory diagnostics) related to the medical necessity criteria is REQUIRED on all
requests for authorizations. Records will be reviewed at the time of submission as part of the evaluation of
this request. Please provide documentation related to diagnosis, step therapy, and clinical markers (i.e.,
genetic, and mutational testing) supporting initiation when applicable. Please provide documentation via
direct upload through the PA web portal or by fax. Failure to submit the medical records may result in the
denial of the request due to inability to establish medical necessity in accordance with policy guidelines.

Coverage is provided in the following conditions:
e Patientis at least 6 years of age; AND
Universal Criteria !

e Patient does not have severe hypersensitivity (i.e., anaphylaxis) to vancomycin or amikacin; AND

e  Will not be used concurrently, in the same wound, with another disease-modifying therapeutic
agent indicated for DEB (e.g., birch triterpenes, beremagene geperpavecetc.) (NOTE: this does
not include disease/wound management incidentals like topicals, dressings, antibiotics, etc.);
AND
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e Patient does not show current evidence or have a history of squamous cell carcinoma (SCC) in
the area to be treated; AND

Recessive Dystrophic Epidermolysis Bullosa (RDEB) t ¢ 12

e Patient has a diagnosis of recessive dystrophic epidermolysis bullosa as established by detection
of biallelic mutation(s) in the collagen type VIl alpha 1 chain (COL7A1) gene on molecular
genetic testing; AND

(Note: If unable to confirm a biallelic mutation, confirmation that BOTH parents do not have any evidence
of dominant disease is also acceptable.)

e Patient has cutaneous wound(s) which are adequate for treatment (e.g., stage 2 wounds that

have an area >20 cm?) and have been present for at least 6 months

+ FDA Approved Indication(s); ¥ Compendia Recommended Indication(s); ® Orphan Drug

Renewal Criteria !

Coverage can be renewed based on the following criteria:

e Patient continues to meet the indication-specific relevant criteria identified in section Ill; AND

e Absence of unacceptable toxicity from the drug. Examples of unacceptable toxicity include:
severe hypersensitivity reactions, development of new malignancies, contracting a serious
infectious disease or agent, etc.; AND

e Patient shows disease response to treatment as defined by improvement (healing) of treated
wound sites, and/or reduction in skin infections, etc., as attested by his/her physician; AND

e Patient requires continued* treatment due to new expansion of pre-existing, or development of
new (de novo), open wounds

(Note: Zevaskyn is intended as a one-time treatment per area. Re-treatment of wounds that were
previously grafted would be considered investigational, at this time, and may not be renewed.)

Dosage/Administration !
Indication Dose
Wound treatment of The recommended dose of Zevaskyn is based on the surface area of the wound(s). One

Dystrophic Epidermolysis  |sheet of Zevaskyn covers an area of 41.25 cm?. Up to twelve sheets may be manufactured
Bullosa (DEB) from patient biopsies and supplied for potential use.

—  For autologous topical application on wounds only.
—  Zevaskyn is shipped directly to the qualified treatment center sealed in transport packaging.
—  Apply all selected sheets in a single surgical session. Do not trim sheets and do not overlap sheets on wounds.

— Instruct patients to leave the treated area undisturbed for 5-10 days at the discretion of the physician based on individual needs for

immobilization of treated areas and post-surgical recovery.
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VII.
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Billing Code/Availability Information

HCPCS Code:

J3389 — Topical administration, prademagene zamikeracel, per treatment; 1 billable unit =1
treatment (Effective 01/01/2026)

13590 — Unclassified biologics (Discontinue use on 01/01/2026)

NDC:

Zevaskyn sheets of 41.25 cm? (5.5 cm x 7.5 cm) with up to four sheets provided in a single
transport container, and with up to three containers per manufactured lot, for a total of up to
twelve sheets. All available sheets per manufactured lot are supplied under the same NDC:
84103-0007-xx
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Appendix 1 — Covered Diagnosis Codes

ICD-10 ICD-10 Description

Q81.2 Epidermolysis Bullosa Dystrophic

Appendix 2 — Centers for Medicare and Medicaid Services (CMS)

The preceding information is intended for non-Medicare coverage determinations. Medicare coverage
for outpatient (Part B) drugs is outlined in the Medicare Benefit Policy Manual (Pub. 100-2), Chapter 15,
§50 Drugs and Biologicals. In addition, National Coverage Determinations (NCDs) and/or Local Coverage
Determinations (LCDs) may exist and compliance with these policies is required where applicable. Local
Coverage Articles (LCAs) may also exist for claims payment purposes or to clarify benefit eligibility under
Part B for drugs which may be self-administered. The following link may be used to search for NCD, LCD,
or LCA documents: https://www.cms.gov/medicare-coverage-database/search.aspx. Additional
indications, including any preceding information, may be applied at the discretion of the health plan.

Medicare Part B Covered Diagnosis Codes (applicable to existing NCD/LCD/LCA): N/A

Medicare Part B Administrative Contractor (MAC) Jurisdictions

Jurisdiction Applicable State/US Territory Contractor
E (1) CA, HI, NV, AS, GU, CNMI Noridian Healthcare Solutions, LLC
F(2&3) AK, WA, OR, ID, ND, SD, MT, WY, UT, AZ Noridian Healthcare Solutions, LLC
5 KS, NE, IA, MO Wisconsin Physicians Service Insurance Corp (WPS)
6 MN, WI, IL National Government Services, Inc. (NGS)
H(4&7) LA, AR, MS, TX, OK, CO, NM Novitas Solutions, Inc.
8 Ml, IN Wisconsin Physicians Service Insurance Corp (WPS)
N (9) FL, PR, VI First Coast Service Options, Inc.
J(10) TN, GA, AL Palmetto GBA
M (11) NC, SC, WV, VA (excluding below) Palmetto GBA
L(12) DE, MD, PA, NJ, DC (includes Arlington & Fairfax Novitas Solutions, Inc.

counties and the city of Alexandria in VA)

K (13 & 14) NY, CT, MA, RI, VT, ME, NH National Government Services, Inc. (NGS)
15 KY, OH CGS Administrators, LLC

OHSU Health Services

ohsu.edu/healthshare

Page | 4


https://www.cms.gov/medicare-coverage-database/search.aspx

