MVP/Preferred Care BENEFIT INTERPRETATION MANUAL
Age-Related Macular Degeneration (AMD) Treatments

Type of Policy

Medical

Codes

CPT: 67221, 67225

ICD-9: 362.52 (PRIMARY) AND 362.16 (SECONDARY),115.02, 115.92, 360.21, 362.50
HCPCS: J3396 Visudyne® (Injection, verteporfin, 0.1 mg), J2503 Macugen® (Injection,
pegaptanib sodium, 0.3 mg), J3490 Lucentis® (Unclassified biologics, ranibizumab,
0.5mg)

Evidence Basis for Policy

Standard of Care. The procedure, device, or drug is accepted medical practice as
evidenced by an abundance of scientific literature and well-designed clinical trials.

Description

The advanced or “wet” form of age-related macular degeneration is characterized by the
growth of abnormal blood vessels. This is sometimes referred to as “choroidal
neovascularization” or CNV and is associated with the expression of vascular
endothelial growth factor in the retina and surrounding tissue. This factor is linked with
the formation and growth of these CNV although there can be several types of CNV
(minimally classic, classic, occult), the characteristics are similar. These blood vessels
begin to leak fluid and blood which dries and forms a “disciform” scar. This scarring
destroys central vision and the eye is left with peripheral vision only. Laser
photocoagulation has been the mainstay of treatment for years. Both “hot” laser and
“cold” laser (ocular photodynamic therapy) have been shown to be useful. A more
recent strategy to treat the wet form of macular degeneration is to block the VEGF
action by using anti-VEGF drugs which are injected directly into the eye.

Indications/Criteria

Documentation Requirements

Medical necessity must be documented in the medical record and available upon
request.
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For Photodynamic Therapy, documentation should include results of a fluorescein
angiogram and, if applicable, optical coherence tomography, which demonstrates
classic or occult subfoveal choroidal neovascularization (CNV) and whether the member
has previously undergone this procedure.

For Anti-VEGF Therapy, the patient’'s medical record should contain documentation
supporting the diagnosis of “wet” macular degeneration, including a history, physical
examination with measurement of visual acuity, and at least a baseline diagnostic
fluorescein angiography or OCT. The medical record should support failure of another
anti-VEGF therapy prior to treatment with Lucentis®.

Ocular Photodynamic Therapy (OPT):

e Ocular Photodynamic Therapy with verteporfin is indicated for those members with
predominately classic, subfoveal choroidal neovascularization (CNV) secondary to
age-related macular degeneration. "Predominantly classic" subfoveal lesions are
defined as those in which the area of classic CNV is at least 50% of the area of the
entire lesion at baseline as determined by fluorescein angiograms.

e OPT is also covered for the treatment of age-related macular degeneration only
when the patient has subfoveal occult with no classic CNV associated with AMD
and subfoveal choroidal neovascular (CNV) lesions (where the area of
classic CNV occupies at least 50% of the area of the entire lesion)
and there is potential for visual acuity to deteriorate further to
such a point that it would render the patient's functional vision
worse than at the level prior to treatment. These indications are
considered reasonable and necessary only when the following criteria
are met:

- the lesions are small (four disk areas or less in size) at the time
of initial treatment or within the three months prior to initial treatment; and

- the lesions have shown evidence of progression within the three
months prior to initial treatment. Evidence of progression must be documented
by deterioration of visual acuity (at least five letters on a standard eye
examination chart), lesion growth (an increase in at least one disk area), or the
appearance of blood associated with the lesion.

e Ocular Photodynamic Therapy with verteporfin is also indicated for members with
Pathologic Myopia (PM) and Presumed Occular Histoplasmosis (OH) when the
choroidal neuvasularization lies under the geometric center of the foveal avascular
zone.

e Members treated with verteporfin may need to be re-treated. All members having a
re-treatment need to have a fluorescein angiogram performed prior to each
treatment. Re-treatment is necessary if fluorescein angiograms show any sign of
recurrence or persistence of leakage and the treating ophthalmologist believes that
the therapy is indicated to reduce the risk of at least moderate vision loss compared
to baseline visual acuity. Typically, treatment is not required greater than four (4)
times per eye per year.
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Anti-Vascular Endothelial Growth Factor (VEGF) Therapy:

Anti -VEGF medications indicated for the treatment of patients with neovascular (wet)
age-related macular degeneration. Treatment with anti-VEGF therapy is limited to
fellowship-trained retinal specialists and requires prior authorization.

Members with subfoveal sites of CNV 2° to age-related Macular Degeneration:

¢ Members with subfoveal choroidal neovascularization secondary to age-related
macular degeneration with a visual acuity between 20/40 — 20/320.

e All angiography subtypes (minimally classic, classic, occult) with lesion sizes up to
12 disc areas (including blood, scar/atrophy, and neovascularization) with no greater
than 50% of the lesion comprised of subretinal hemorrhage.

e Members with minimally classic or occult lesions with at least one of the following:

- subretinal hemorrhage but not more than 50% of the lesion;

- presence of lipid; or

- loss of 15 or more letters (approximately three (3) lines on the eye chart) of visual
acuity during the previous 12 weeks.

Combination Therapies

Combination PDT and anti-VEGF therapy will be reviewed on a case-by-case basis.
The medical record should support failure of anti-VEGF monotherapy prior to treatment
with combination therapy.

The medical literature does not support the use of two anti-VEGF medications used in

combination, and is, therefore, not covered.

Exclusions/Limitations

The following would not be medically indicated for photodynamic therapy:

e re-treatments greater than four (4) times a year per eye;

e photodynamic therapy for subfoveal choroidal neovascularization (CNV) from other
causes such as angioid streaks and idiopathic causes are still under investigation;

e lesions outside the fovea (juxtafoveal or extrafoveal);

e atropic or “dry” AMD or drusen;

o "off-label" use of verteporfin; or

e if the palliative effect of photodynamic therapy with verteporfin, which is to stem the
inexorable loss of visual function is lost, photodynamic therapy would no longer be
medically indicated for the member.

The following would not be medically indicated for anti-VEGF therapy:
e atrophy exceeding 25% OF THE TOTAL LESION;
e subfoveal scarring in the treatment eye;
e other potential causes of CNV:
- myopia of eight (8) diopters or more;
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ocular histoplasmosis;

angioid streaks;

choroidal rupture; and

- multifocal choroiditis;

presence of retinal pigment epithelial tears/rips;

diabetic retinopathy;

acute ocular or periocular infection;

likelihood of requiring cataract surgery within two (2) years; or

upon review, drug coverage will be excluded unless the drug is recognized as safe
and effective for treatment of the specific diagnosis for which the drug has been
prescribed in one of the following:

- the American Hospital Formulary Service Drug Information; or

- the United States Pharmacopeia Drug Information; or

- recommended by review article or editorial comment in a major peer reviewed
professional journal and has been proven effective in at least two Phase Il or
Phase IIl well-designed clinical trials and well-conducted investigations.
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Approvals & Review/Revisions

Medical:

Review:
Eye Advisory Team: 5/30/07
Approval:
Quality Improvement Committee: 10/8/07
Prior Approval Date: 8/21/06
Last Revision Date: 5/23/07
Origination Date: 5/00
Effective Date: 12/1/07

Note: For Preferred Care authorization requirements refer to Appendix A and Appendix
B in the Referral/Precertification/Prior Authorization/Notification Administrative Policy.
You may also refer to the "Prior Authorization/Precertification of Certain Prescription
Drugs" for information on drugs that require precertification and prior authorization..
Both policies are available on the easylink for Providers at www.preferredcare.org.
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