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Reference number(s)
7026-A

Specialty Guideline Management
Encelto

Products Referenced by this Document

Drugs that are listed in the following table include both brand and generic and all dosage forms and
strengths unless otherwise stated. Over-the-counter (OTC) products are not included unless otherwise
stated.

Brand Name Generic Name
Encelto revakinagene taroretcel-lwey
Indications

The indications below including FDA-approved indications and compendial uses are considered a covered
benefit provided that all the approval criteria are met and the member has no exclusions to the prescribed
therapy.

FDA-Approved Indications
Encelto is indicated for the treatment of adults with idiopathic macular telangiectasia type 2 (MacTel).

All other indications are considered experimental/investigational and not medically necessary.

Documentation

Submission of the following information is necessary to initiate the prior authorization review:

e Medical records (e.g., chart notes and/or laboratory reports) documenting following:
= Confirmation of diagnosis
= Spectral domain-optical coherence tomography (SD-OCT) results
= Best corrected visual acuity (BCVA) results
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Prescriber Specialties

This medication must be prescribed by or in consultation with an ophthalmologist.

Exclusions

Coverage will not be provided for members with any of the following conditions:

e Evidence of intraretinal neovascularization or subretinal neovascularization (SRNV) (e.g.,
neovascular MacTel), as evidenced by hemorrhage, hard exudate, subretinal fluid or
intraretinal fluid in either eye

e Received intravitreal steroid therapy for non-neovasular MacTel within the past 3 months

¢ Previously received intravitreal anti-vascular endothelial growth factor (VEGF) therapy in the
affected eye(s) or has received intravitreal anti-VEGF in the non-affected eye within the past 3
months

e Evidence of central serous chorio-retinopathy in either eye

e Evidence of pathologic myopia in either eye

e Significant corneal or media opacities in either eye

e Had a vitrectomy, penetrating keratoplasty, trabeculectomy, or trabeculoplasty

e Member has any of the following lens opacities:

= Cortical opacity greater than standard 3

= Posterior subcapsular opacity greater than standard 2

= A nuclear opacity greater than standard 3 as measured on the Age-Related Eye Disease
Study (AREDS) clinical lens grading system

e Has undergone lens removal in the previous 3 months or YAG laser within 4 weeks

e Evidence of intraretinal hyperreflectivity by optical coherence tomography (OCT)

e Is on chemotherapy

e History of ocular herpes virus in either eye

e Ocular or periocular infection

¢ Known hypersensitivity to Endothelial Serum Free Media (Endo-SFM)

¢ Member has any of the following comorbidities;

= Glaucoma
= Severe nonproliferative or proliferative diabetic retinopathy
= Uveitis

e Unable to temporarily discontinue antithrombotic therapy (e.g., oral anticoagulants, aspirin,
nonsteroidal anti-inflammatory drugs) prior to insertion surgery to reduce the risk of
implantation related vitreous hemorrhage

¢ Member has received a previous treatment course with Encelto in the affected eye(s)
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Coverage Criteria

Idiopathic Macular Telangiectasia Type 2 (MacTel)

Authorization of 3 months for one dose total may be granted for treatment of MacTel when all of the
following criteria are met:

¢ Member must have at least one eye positive for the diagnosis of idiopathic macular
telangiectasia type 2 (MacTel) as evidenced by fluorescein leakage and at least one of the
following features:
Hyperpigmentation that is outside of a 500 micron radium from the center of the fovea
o Retinal opacification
o Crystalline deposits
o Right-angle vessels
o Inner/outer lamellar cavities
e Member must have a photoreceptor inner segment/outer segment (IS/OS PR) break (loss) in
ellipsoid zone (EZ) (area of IS/OS loss) between 0.16 mm2 and 2.00 mm2 measured by spectral
domain-optical coherence tomography (SD-OCT)
e Member has a best corrected visual acuity (BCVA) of 54-letter score or better (20/80 or better)
as measured by the Early Treatment Diabetic Retinopathy Study (ETDRS) chart at screening
e Member must have steady fixation and sufficiently clear ocular media for good quality
photographs

o
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