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Executive Summary 
Purpose: 
Ensure appropriate utilization and control of agents of Encelto™ (revakinagene taroretcel-lwey) implant.
	
Why Issue Selected:
Macular telangiectasia (MacTel) type 2 is a rare macular degenerative disease typically diagnosed in middle age. It is primarily a neurodegenerative disease but also affects Müller glia and blood vessels. The disease does not cause total blindness but has a significant impact on quality of life due to progressive central vision loss. It occurs bilaterally but may not affect each eye in the same way or to the same degree. MacTel type 2 has a prevalence of about 0.1% in individuals over age 40 in the United States.

Encelto™ is a single-dose implant containing allogeneic retinal pigment epithelia cells expressing recombinant human ciliary neurotrophic factor (rhCNTF). Encelto secretes rhCNTF from an encapsulated semipermeable hollow fiber membrane implanted intravitreally targeting exposure to the affected retina. Exogenous CNTF is thought to initially target Müller glia to trigger a cascade of signaling events that may promote photoreceptor survival; however, the mechanism of action for Encelto is not completely understood. Encelto implantation must be performed by a qualified ophthalmologist during a single surgical procedure.

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

Program-Specific Information: Date Range FFS 7-1-2024 to 6-30-2025
	Drug
	WAC Pricing

	ENCELTO IMPLANT
	$250,000 per implant



Setting & Population 
Drug class for review: Encelto™ (revakinagene taroretcel-lwey) implant.
Age range: All appropriate MO HealthNet participants aged 18 years and older

Approval Criteria
Initial Therapy:
· Must meet all of the following:
· Prescribed in consultation with an ophthalmologist or other specialist in the treated disease state;
· Participant is ≥ 18 years and < 65 years of age; AND
· Documented diagnosis of MacTel type 2, supported by the following test results:
· Evidence on fluorescein angiography typical of MacTel Type 2, including at least one of the following:
· Hyperpigmentation that is outside of a 500 micron radius from the center of the fovea; 
· Retinal opacification;
· Crystalline deposits;
· Right angle vessels; OR
· Inner/outer lamellar cavities;
· Inner Segment/Outer Segment (IS/OS) Photo receptor (PR) break (loss) in ellipsoid zone (EZ); AND
· Best corrected visual acuity (BCVA) score of 54 letters or better (20/80 Snellen equivalent) on Early Treatment Diabetic Retinopathy Study (ETDRS) chart.

Denial Criteria
· [bookmark: _Hlk47597237]Therapy will deny with presence of one of the following: 
· Any approval criteria are not met;
· Therapy exceeds 2 doses (1 dose per eye) per lifetime;
· Participant has evidence of neovascular MacTel type 2; OR
· Participant shows evidence of foveal involvement.	

[bookmark: _Hlk34120952]Disposition of Edit
Denial: Exception code “0682” (Clinical Edit)
Rule Type: CE
Default Approval Period: 30 days
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