Note to Healthcare Professionals: This information is provided as a resource only. Please use your professional judgement and modify or adapt this content based on your clinical expertise. 
[Practice / Organization Name]
[Street Address] | [City, State ZIP]
[Phone] | [Email] | [NPI]
[Date]
[Health Plan Medical Director]
[Health Plan Name]
[Street Address, City, State ZIP]
Re:  Coverage Request — Luminopia (FDA-Cleared Pediatric Amblyopia Therapy)
Dear Medical Director:
On behalf of [Practice or Organization Name], we respectfully request that [Health Plan] establish formal medical-policy coverage for Luminopia, an FDA-cleared digital therapeutic for pediatric amblyopia, for all medically appropriate patients in your covered population. Luminopia is the only new amblyopia therapy cleared by the FDA in nearly 15 years.
Luminopia is indicated for the improvement of visual acuity in amblyopia patients aged 4 to <13 years associated with anisometropia and/or with mild strabismus.1 The original 4 to <8 indication was expanded by the FDA in 2024 to include children 8 to <13, reflecting evidence of benefit beyond the historical neuroplasticity window.1
Clinical Background
Amblyopia is the leading cause of monocular vision loss in children, affecting approximately 3% of the U.S. pediatric population. It is a neuro-developmental visual disorder in which the visual cortex suppresses input from the weaker eye, driven by unequal refractive errors between the eyes (anisometropia) or by ocular misalignment (strabismus). Untreated, amblyopia results in permanent visual impairment and is associated with elevated lifetime risk of bilateral visual impairment.2
Beyond visual acuity loss, amblyopia carries significant quality-of-life burden, including deficits in physical function and fine motor skills; slower reading speed and lower rates of secondary-education completion; and an increased incidence of anxiety, depression, and other behavioral health conditions.3,4
Cortical neuroplasticity supporting amblyopia treatment response begins to decline around age 7,5 creating a time-limited window for effective intervention. Conventional therapies — occlusion (patching) and atropine penalization — are constrained by adherence challenges6,7 and by treatment failure: approximately 75% of patched patients are left with a residual visual deficit.8 Patients who fail or cannot tolerate patching or atropine have historically had no further approved option.
Clinical Evidence Supporting Luminopia
Pivotal randomized trial — Xiao et al., Ophthalmology (2022)9
· Phase 3 randomized controlled trial across 21 U.S. sites
· Mean BCVA improvement of 1.81 lines in the Luminopia arm vs. 0.85 lines in the control arm (p<0.01)
· 84% of enrolled children had previously failed conventional therapy; these patients still achieved 1.8 lines of improvement on Luminopia
· No serious adverse events; the most common adverse event was mild, transient headache (14.3% vs. 1.7%)
Real-world evidence — Bohnsack et al., BMC Ophthalmology (2026), PUPiL Registry10
· Multicenter prospective registry of 60 children treated with Luminopia in routine clinical practice
· Mean BCVA improvement of 1.4 lines (95% CI 1.0–1.8) over a mean treatment duration of 7.0 months
· Children with severe amblyopia (<20/100) achieved a mean improvement of 2.6 lines
· Improvements were observed across age (≤7 vs. ≥8 years), amblyopia type (anisometropic, strabismic, mixed), and severity
· Visual acuity gains were durable: at a mean 6.2 months of follow-up after treatment discontinuation, BCVA was non-inferior to end-of-treatment values, with no statistically significant change (p=0.09)
· Recurrence of amblyopia (≥2-line loss) was only  3% after 6 months off-treatment with Luminopia. With conventional treatment, approximately 20% report recurrence after 1 year off treatment. 
Together, these data — a randomized pivotal trial and a multisite real-world registry — establish both the efficacy and durability of Luminopia in routine clinical use, including in patients who have previously failed conventional therapy.
Regulatory Status and Distribution
· FDA cleared via the De Novo pathway in October 2021, following a 10-month review11; the indication was expanded in 2024 to include children 8 to <13 years1
· Prescription-only; distributed through retail specialty pharmacy
· NDC 60007088710; listed in all four major drug compendia
· Dispensed in 30-day supplies; refills authorized by the prescribing pediatric ophthalmologist based on continued clinical benefit
Coverage Rationale and Request
Although Luminopia is a digital therapeutic rather than a small molecule, the body of evidence supporting it meets — and in important respects exceeds — what is typically expected of a covered medical therapy: a randomized controlled pivotal trial, a multisite real-world registry, and demonstrated durability of effect after treatment discontinuation. If a traditional pharmacologic agent produced nearly two lines of visual acuity improvement in children with a 3% recurrence rate, we believe coverage would not be in question.
We accordingly believe that Luminopia is medically necessary for appropriate pediatric amblyopia patients, and that [Health Plan] should adopt a coverage policy that ensures rapid and equitable access for all eligible children in the covered population.
Because amblyopia treatment is time-limited by neuroplasticity, we respectfully request a written response within 72 business hours of receipt of this letter.
Thank you for your attention to this matter.
Sincerely,
[Name, Credentials]
[Title]
[Practice or Organization Name]
[Phone] | [Email] | NPI: [NPI]
cc:
· [Health Plan Medical Director]
· [Medical Group Medical Director]
· [State Insurance Commissioner, if applicable]
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