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UTILIZATION * ALERT*

= Prior to use of this MCP for evaluation of medical necessity, benefit MUST be verified in the member’s
EOC or benefit document if it includes the optional rider.

= Please refer to CMS guidelines or National Coverage Determination (NCD) for Medicare members.
If no NCD/LCD/LCA is found after searching the Medicare Coverage Database, then use the policy
referenced above for coverage guidelines.

|.  Procedure: Eye Prostheses

ll.  Scope: Ocular Prostheses and Retinal Prosthesis
The retinal prostheses addressed in this policy are limited to three regulatory-approved retinal
prostheses. Soft contact lenses are not discussed in this policy.

lll.  Ocular prosthesis
An ocular prosthesis or artificial (prosthetic) eye is a device which simulates the appearance of a
natural eye by maintaining the volume of the eye socket but does not restore lost vision. An ocular
prosthesis is indicated when there is absence or shrinkage of an eye due a birth defect, trauma, or
surgical removal.

A. Adjustment, Repair and Replacement
The following services are considered medically necessary and eligible for coverage if the
following requirements are met:
1. Initial enlargement or reduction of ocular prosthesis.

2. Additional enlargement or reduction of the ocular prosthesis when there is medical
documentation that clearly supports the need for additional prosthetic enlargement or
reduction.

3. Modification to ocular prosthesis, when it has been > than 90 days after delivery of the
prosthesis and modification to prosthesis is required due to a change in the patient’s
condition.
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4. Polishing and resurfacing of an ocular prosthesis twice per year.

5. Repair to the ocular prosthesis due to extensive wear or accidental damage to the
prosthesis will be covered unless the cost of repairs exceeds the estimated expense for a
replacement prosthesis.

6. Replacement of an ocular prosthesis or prosthetic component because of loss or
irreparable damage under the following circumstances.

a. After the five (5) year reasonable useful lifetime of the ocular prosthesis; or
b. Prior to five years if the prosthesis is irreparably damaged, lost or stolen; and
i.  There is appropriate medical documentation that supports the prosthesis as
originally ordered still fills the medical need of the patient; or
ii.  There is documentation from the ocularist to substantiate that replacement
prosthesis is necessary.

B. Limitation
An ocular prosthesis is considered not medically necessary for the following:

1. Any condition other than those cited in section Ill or section IV; or

2. Any item or service that does not meet the requirements specified in this policy unless there
is documentation that clearly explain and justify the medical need of the patient; or

3. Follow-up visit that occurs > than 90 days after delivery of eye prosthesis that do not involve
modification or repair of the prosthesis; or

4. Services considered as inclusive within the eye prosthesis global component and not
eligible for separate coverage such as any of the following:
a. Patient evaluation for eye prosthesis; and

b. Pre-operative planning; and

c. Cost of prosthesis materials; and

d. Labor associated with fabrication and fitting of the prosthesis; and

e. Modifications to prosthesis at the time of prosthesis delivery or within 90 days post

prosthetic delivery; and

Prosthesis repair due to normal wear or tear within 90 days of delivery; and

g. Follow-up visits within 90 days of delivery of the prosthesis; and

h. Trial scleral cover shells which are fashioned to allow the eye to grow accustomed to
the direct contact of the prosthesis.
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IV.  Scleral Shells
A scleral shell cover is a thin, plastic ocular device that is fitted directly over a malformed or
cosmetically blemished eye and fabricated over the existing eye, covering the entire exposed
surface of the eye to restore its natural appearance.

A. Clinical Indication
A scleral shell cover is indicated when the patient meets all of the following criteria:
1. Diagnosed with any of the following conditions:
a. Phthisis bulbi; or
b. Evisceration surgery; or
c. Microphthalmia; or
d. Afull-sized disfigured eye; and
2. The scleral shell is intended for the treatment of any of the following:
a. Aneye that is rendered sightless and shrunken by injury, illness, congenital anomaly, or
inflammatory disease; or
b. "Dry eye" where the scleral shell serves as a substitute for the function of the diseased
lacrimal gland; and
3. Condition of the afflicted eye:
a. The afflicted eye is stable and pain free; and
b. The afflicted eye is smaller than the undamaged companion eye; and

B. Adjustment, Repair, Replacement and Limitation
See section Ill, Aand B

V.  Prosthetic Replacement of the Ocular Surface Ecosystem (PROSE)

A. Clinical Indication:
PROSE is a prosthetic device system that provides therapeutic use and will be considered once
the patient has failed the rigid gas permeable, hybrid and scleral lenses and need to meet the
following conditions:

1. Irregular cornea
a. As a refractive treatment for individuals with corneal conditions that cause irregular
astigmatism or large asymmetric refractive errors.

b. For the management of a distorted corneal surface (from corneal degenerations,
corneal dystrophies, and corneal scarring from surgery, infection, or trauma), providing


https://ocularpro.com/?page_id=48
https://ocularpro.com/?page_id=50
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an ideal microenvironment that allows constant lubrication of the ocular surface and
protection from desiccation and mechanical trauma from the eyelids.

iv.

Vi.

Neurotrophic keratitis; or

Corneal exposure; or

Corneal ectasia (i.e. keratoconus, keratoglobus, post-keratoplasty, post-radial
keratotomy); or

Corneal degenerations (such as Salzmann’s nodular degeneration and
Terrien’s degeneration, as well as corneal dystrophies; or

Ocular surface disease from any of the following:

1) Dry eye; or

2) Limbal stem cell deficiency; or

3) Disorders of the skin such as ectodermal dysplasia; or
Post-surgical corneas

2. Ocular Surface Disease
a. To protect and support the ocular surface to promote healing, reduce symptoms, and
prevent ocular surface breakdown for any of the following:

i.
i
il
Iv.
V.
Vi.

Keratoconjunctivitis sicca; or
Stevens-Johnson syndrome; or
Ocular cicatricial pemphigoid; or
Sjogren’s syndrome; or
Rheumatoid arthritis; or

Ocular graft-versus-host disease

b. For the treatment of any of the following:

i.
i
.
iv.
V.
Vi.
Vii.
Viii.

Non-specific dry eye; or
Corneal neuropathy; or
Neurotrophic keratitis; or
Exposure keratopathy; or
Descemetocele; or

Limbal stem cell deficiency; or
Aniridic keratopathy; or
Vernal keratoconjunctivitis



https://eyewiki.org/Neurotrophic_Keratitis
https://eyewiki.org/Keratoconus
https://eyewiki.org/Keratoglobus
https://eyewiki.org/Limbal_Stem_Cell_Deficiency
https://eyewiki.org/Stevens-Johnson_Syndrome
https://eyewiki.org/Ocular_Cicatricial_Pemphigoid
https://eyewiki.org/Ocular_Graft_Versus_Host_Disease
https://eyewiki.org/Neurotrophic_Keratitis
https://eyewiki.org/Limbal_Stem_Cell_Deficiency
https://eyewiki.org/Vernal_Keratoconjunctivitis
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B. Limitations
PROSE is not recommended for individuals with any of the following as these conditions may
lead to treatment failure:
1. Corneal edema secondary to endothelial dysfunction; or
Lower endothelial cell counts after penetrating keratoplasty; or
Fuch's dystrophy; or
Debris accumulation on the device, particularly those with ocular surface inflammation; or
Poor patient hygiene and compliance

ok wn

VI. Retinal Prosthesis

Retinal prosthesis is an implantable electronic device, designed to stimulate sensation of vision in
the eyes of individuals with significant retinal diseases, such as retinitis pigmentosa or age-related
macular degeneration, where the optic nerve and visual cortex are unaffected. At this time, this
technology is investigational and experimental as the effectiveness and clinical availability of this
treatment have not been established.

Definitions:

Ocular prosthesis/Prosthetic eye (commonly called a "glass eye" or "fake eye”) is a type of craniofacial
prosthesis that replaces an absent natural eye following an enucleation, evisceration, or orbital exenteration.
It is usually made from acrylic and can be custom-made to match the appearance of a natural eye.

Scleral shell is a thin, hard shell, to be worn over a damaged or eviscerated eye when a prosthetic eye is
too large for a disfigured eye that is still present.

Flush shell is a special type of scleral shell for people with eyes that are almost full size.

Conformer shell is a clear acrylic shell, used as a temporary covering after eye surgery to help expand the
socket and maintain its shape.

Prosthetic Replacement of the Ocular Surface Ecosystem (PROSE)
(PROSE) is an iterative and integrated medical treatment that promotes healing, reduces symptoms, and/or
restores vision for patients with complex corneal disease.

Retinal Prostheses
Retinal prostheses are implantable electronic vision devices for people with profound vision loss secondary
to severe stages of retinal degenerative disease such as retinitis pigmentosa and age-related macular


https://www.webmd.com/eye-health/ss/cm/slideshow-eye-conditions-overview
https://www.webmd.com/eye-health/default.htm
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degeneration. The patient is required to have a relatively intact posterior visual pathway (optic nerve, lateral
geniculate nucleus and visual cortex) when the implant is inserted in or near the retina in order for the retinal
prosthetic device to stimulate the residual elements of the patient’s visual pathway to have an improved
ability to localize high-contrast objects, navigate, and perform basic orientation task.
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