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Drug/Drug Class: Epidermolysis Bullosa Clinical Edit
First Implementation Date: February 1, 2024
Revised Date: February 19, 2026
Prepared For: MO HealthNet	
Prepared By: MO HealthNet and Conduent	
Criteria Status: Revision of Existing Criteria

Executive Summary 
Purpose: 
Ensure appropriate utilization and control of agents used to treat Epidermolysis Bullosa. 
	
Why Issue Selected:
Epidermolysis bullosa (EB) is a genetic skin disorder that causes abnormalities in the cohesion of the layers of the epidermis resulting in skin fragility. EB is caused by mutations involving several genes that encode for structural proteins within keratin intermediate filaments, desmosome cell junctions, and hemidesmosome attachment complexes. Symptoms of EB vary widely among affected patients. Clinical manifestations include blisters, erosions, nonhealing ulcerations, and scars in response to mild skin trauma. Patients often present with extracutaneous manifestations including hair and nail abnormalities, ocular blisters, oral blisters, gastrointestinal complications, and genitourinary complications. There are four major types of EB; dystrophic epidermolysis bullosa (DEB) and junctional epidermolysis bullosa (JEB) are two potentially more severe types of the disease. There may be up to 3,000 patients in the United States with DEB and less than 200 patients with JEB. Severe cases of EB may result in malnutrition, anemia, infection, skin cancer, and death. The National Epidermolysis Bullosa Registry (NEBR) estimates the incidence of EB to be approximately 20 per million live births.

Vyjuvek® (beremagene geperpavec-svdt), initially FDA approved in 2023, is indicated for the treatment of wounds in patients with DEB with mutations(s) in the collagen type VII alpha 1 chain (COL7A1) gene. Vyjuvek is a herpes-simplex virus type 1 (HSV-1) vector-based gene therapy and is the first-in-class topical gene therapy treatment approved for DEB. In December 2023, the FDA then approved Filsuvez® (birch triterpenes) topical gel for the treatment of wounds associated with DEB and JEB in adult and pediatric patients 6 months of age and older. Zevaskyn™ (prademagene zamikeracel), a cellular sheet matrix consisting of the patient's own gene-modified cells containing functional copies of the COL7A1 gene, was approved in April 2025.

Due to the high cost and specific approved indication, MO HealthNet will impose clinical criteria to ensure appropriate utilization of EB treatment agents.

Program-Specific Information: Date Ranges FFS 7-1-2024 to 6-30-2025
	Drug
	Claims
	Spend
	Average Spend per Claim

	FILSUVEZ GEL
VYJUVEK GEL
	18
156
	$725,488
$4,835,798
	$40,305
$30,999

	ZEVASKYN SHEETS
	-
	-
	$3,100,000 per cycle (WAC)




Setting & Population 
Drug class for review: Epidermolysis Bullosa Agents
Age range: All appropriate MO HealthNet participants

Approval Criteria
Initial Therapy:
· Must meet one of the following:
· Claim is for Vyjuvek – must meet all of the following:
· Participant is aged ≥ 6 months;
· Prescribed by or in consultation with a dermatologist or other specialist in the treated disease state;
· Documented diagnosis of dystrophic epidermolysis bullosa (DEB) confirmed by genetic testing showing pathogenic variant(s) in the COL7A1 gene; AND
· Must meet one of the following:
· Documented baseline Epidermolysis Bullosa Disease Activity and Scarring Index (EBDASI) Score; OR
· Documented baseline number and size of wounds;
· Claim is for Filsuvez – must meet all of the following:
· Participant is aged ≥ 6 months;
· Prescribed by or in consultation with a dermatologist or other specialist in the treated disease state;
· Documented diagnosis of dystrophic epidermolysis bullosa (DEB) or junctional epidermolysis bullosa (JEB) confirmed by one of the following: 
· DEB: genetic testing showing pathogenic variant(s) in the COL7A1 gene; OR
· JEB: genetic testing showing pathogenic variant(s) in the LAMA3, LAMA3A, LAMB3, LAMC2, ITGA3, ITGA6, ITGB4, or COL17A1 genes;
· Must meet one of the following:
· Documented baseline Epidermolysis Bullosa Disease Activity and Scarring Index (EBDASI) Score; OR
· Documented baseline number and size of wounds; AND
· Additional approval criteria for a diagnosis of DEB:
· Reason of medical necessity as to why Vyjuvek cannot be utilized; AND
· Claim is for Zevaskyn – must meet all of the following:
· Documentation that the diagnosis of dystrophic epidermolysis bullosa is recessive in nature, confirmed by genetic testing showing pathogenic variant(s) in both copies of the COL7A1 gene;
· Prescribed by or in consultation with a dermatologist at a Zevaskyn qualified treatment center; AND
· Documentation that wound(s) for Zevaskyn treatment have remained chronically open and non-healing for over 6 months; AND
· Utilization of multiple therapies simultaneously requires letter of medical necessity and specific treatment plan.
· Initial approval period: 
· For Vyjuvek and Filsuvez: 6 months.
· For Zevaskyn: One time approval, retreatment requires new prior authorization

Continuation of Therapy:
· Must meet all of the following for continuation of therapy with Vyjuvek or Filsuvez:
· Documented benefit of therapy defined by one of the following, based on what was utilized for initial approval:
· Recent (within past 3 months) EBDASI score; OR
· Documented number and size of wounds, showing improvement from baseline.
· Continuation approval period for Vyjuvek or Filsuvez: 6 months

Denial Criteria
Therapy will deny with presence of one of the following:
· Any approval criteria are not met;
· Participant (female of childbearing age) is pregnant;
· Claim exceeds maximum dosing limitation for the following:
	Drug Description
	Generic Equivalent
	Max Dosing Limitation

	FILSUVEZ 10% GEL
	BIRCH BARK EXTRACT
	1 tube (23.4 gm) per day

	VYJUVEK GEL
	BEREMAGENE GEPERPAVEC-SVDT
	2.5 mL per 7 days


· Additional denial criteria for Zevaskyn:
· Documented diagnosis of dominant dystrophic epidermolysis bullosa (DDEB).

[bookmark: _Hlk34120952]Disposition of Edit
Denial: Exception code “0682” (Clinical Edit)
Rule Type: CE
Default Approval Period: 6 months
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