This guideline may contain custom content that has been modified from the MCG care guidelines and has not been reviewed or
approved by MCG Health.

* Please note: The Clinical Coverage Guideline (CCG) is intended to supplement certain standard Alignment Health (Alignment)
benefit plans and aid in administering benefits. Federal and state law, contract language, etc. take precedence over the CCG (e.g.,
Centers for Medicare and Medicaid Services [CMS] National Coverage Determinations [NCDs], Local Coverage Determinations
[LCDs] or other published documents). The terms of a member's particular Benefit Plan, Evidence of Coverage, Certificate of
Coverage, etc., may differ significantly from this Coverage Position. Providers are responsible for the treatment and recommendations
provided to the member. The application of the CCG is subject to the benefit determinations set forth by the Centers for Medicare and
Medicaid Services (CMS) National and Local Coverage Determinations, and any state-specific mandates. Information is current at
time of approval by the Quality Improvement Committee (QIC) and are subject to change.
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Clinical Indications

« Faricimab-svoa may be indicated when ALL of the following are present(1)(2)(3):

o

Age 18 years or older

Eye condition appropriate for faricimab-svoa treatment, as indicated by 1 or more of the following:
= Diabetic macular edema [A]
= Neovascular (wet, or exudative) age-related macular degeneration [B]
= Macular Edema Following Retinal Vein Occlusion [C] (4)

No active intraocular inflammation

No concurrent ocular or periocular infection

Dosage does not exceed 6g to eye every 4 weeks (28 days)

]

o O o

Evidence Summary
Background

Faricimab-svoa is a humanized monoclonal antibody that acts as an antagonist of vascular endothelial growth factor A (VEGF-A),
inhibiting endothelial cell proliferation, angiogenesis, and vascular permeability. Faricimab-svoa also inhibits angiopoietin-2 (Ang-2),
promoting vascular stability by desensitizing blood vessels to VEGF-A.(1)(3) (EG 2)

Criteria

For diabetic macular edema, Two randomized controlled noninferiority trials including 1891 patients with vision loss due to central
diabetic macular edema compared treatment with either intravitreal faricimab at 1 of 2 dosing regimens or aflibercept and found, at 1-
year follow-up, that both faricimab dosing regimens were noninferior to aflibercept for mean best-corrected visual acuity from baseline.
The authors noted that the relatively short follow-up period limited the results, and longer-term results are planned.(2) (EG 1)

For neovascular age-related macular degeneration, Two randomized controlled noninferiority trials including 1329 patients with
treatment-naive neovascular age-related macular degeneration compared treatment with either intravitreal faricimab or aflibercept and



found, at 48-week follow-up, that faricimab was noninferior to aflibercept for mean best-corrected visual acuity from baseline. The
authors noted that the relatively short follow-up period limited the results, and longer-term results are planned.(3) (EG 1)

The efficacy of faricimab-svoa were evaluated in two randomized, double-masked studies (BALATON - in patients with macular edema
following branch retinal vein occlusion, and COMINO - in patients with macular edema following central retinal vein
occlusion/hemiretinal vein occlusion). A total of 1,282 newly diagnosed, treatment-naive patients were enrolled in these studies. In both
studies, patients were randomized to either faricimab-svoa 6 mg administered every 4 weeks or the control arm receiving aflibercept 2
mg administered every 4 weeks. In both studies, faricimab-svoa demonstrated non-inferiority to Eylea for best-corrected visual acuity
from baseline at 24 weeks. (5)

Committee Approval
« 01/09/2024, 02/20/2025

Application

» This policy applies to the following states: Arizona, California, Nevada, North Carolina, and Texas.
» Please refer to the CMS website for the most current applicable National Coverage Determination (NCD)/ Local
Coverage Determination (LCD)/Local Coverage Article (LCA)/CMS Online Manual System/Transmittals.

Policy Revision History

e 5/12/2023: Creation date

» 12/08/2023: Revision

* 11/12/2024: Florida removed as applicable state, Clinical indications updated to include Macular Edema Following
Retinal Vein Occlusion
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Footnotes

[A] For diabetic macular edema, faricimab-svoa is administered by intravitreal injection every 4 weeks for 4 doses, followed by repeat
injections every 4 to 8 weeks, dependent upon results of central subfield thickness of the macula measured by optical coherence
tomography after the initial injections. Intravitreal injection should be followed by careful monitoring for signs of increased ocular
pressure, endophthalmitis, or retinal detachment.(1)(2) [ A in Context Link 1]

[B] For neovascular (wet, or exudative) age-related macular degeneration, faricimab-svoa is administered by intravitreal injection every
4 weeks for 4 doses, with the timing of repeat injections dependent upon results of optical coherence tomography and visual acuity
evaluation after the initial injections. Intravitreal injection should be followed by careful monitoring for signs of increased ocular
pressure, endophthalmitis, or retinal detachment.(1)(3) [ B in Context Link 1]

[C] For Macular Edema Following Retinal Vein Occlusion, faricimab-svoa is administered by intravitreal injection every 4 weeks
(approximately every 28 + 7 days, monthly) for 6 months
[ Cin Context Link 1]
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