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Policy:

This policy stands to show the criteria for and preferencing of agents within the therapeutic class of Ophthalmic-Macular Degeneration, Age-Related, Therapy Agents, also known as Eye Injections.  At the time of creation of this policy, there are nine agents to be reviewed: bevacizumab (Avastin)- J9035, ranibizumab (Lucentis, Susvimo)-J2778, J2779,  ranibizumab-nuna (Byooviz)-Q5124, ranibizumab-eqrn (Cimerli)-Q5128, faricimab-svoa (Vabysmo)-J2777, brolucizumab-dbll (Beovu)-J0179,  aflibercept (Eylea, Eylea HD)-J0178, J0177, (Paviblu)-Q5147.  The review includes review of product package inserts for FDA approved indications and limitations, ASP pricing files updated quarterly, any external evidence available through CMS approved compendia, NCD/LCD information, and the approved system used for clinical direction of the Utilization Management team for agents on the eternalHealth Medicare Part B Prior Auth list.  This information combined with a wholistic review of the members’ clinical profile will allow the eternalHealth team to arrive at a decision of clinical appropriateness and is not a guarantee of payment.








Summary:

For Wet Age-Related Macular Degeneration:
· The preferred agent is compounded Avastin (bevacizumab) that requires prior authorization for medical necessity review
· If Byooviz, Eylea, or Eylea HD is requested, it requires prior authorization for medical necessity review as well as a history in the medical record of at least 3 consecutive doses given monthly, resulting in minimal clinical response to compounded Avastin (bevacizumab) OR history of contraindication or adverse event(s) to compounded Avastin (bevacizumab); or continuation of prior therapy within the past 365 days
· If Beovu, Cimerli, Lucentis, Susvimo, Vabysmo or Paviblu is requested it requires prior authorization for medical necessity review as well as a history in the medical record of at least 3 consecutive doses given monthly of compounded Avastin resulting in minimal clinical response AND history of use of Byooviz, Eylea, or Eylea HD with minimal clinical response OR history of contraindication or adverse event(s) to compounded Avastin (bevacizumab) and Eylea; or continuation of prior therapy within the past 365 days
· If the request is for an indication where an agent is not appropriate, the preferencing remains the same just without the agents that don’t apply.
· An exception to step therapy will be considered if:
· There is specific documentation of inadequate response, contraindication, adverse event or otherwise demonstrated for a preferred agent if requesting a secondary agent, and for preferred and secondary agents if requesting a tertiary agent.
· Request contains documentation of a continuation of therapy within the past 365 days (if new) or if it is a reauthorization request.
· In either of the above situations, the product being used cannot be based on the use of samples or products provided through manufacturer patient assistance programs.

Exclusions:
· Requests for indications not FDA approved or supported by documentation of compendial acceptance provided by the requesting provider

Preferencing:
Preferred Agents: Avastin
Secondary Agents: Byooviz, Eylea, Eylea HD
Tertiary Agents: Beovu, Cimerli, Lucentis, Susvimo, Vabysmo, Paviblu

Agents:

HCPCS: C9257, J0177, J0178, J0179, J2777, J2778, J2779, Q5124, Q5128, J9035, Q5147

Avastin does not have an FDA approved indication for eye injections.  The use of this agent is based off of compendial approval of use in:
· Choroidal neovascularization
· Diabetic macular edema
· Epistaxis due to hereditary hemorraghic telangiectasia syndrome
· Neovascular glaucoma
· Neovascular (wet) age-related macular degeneration
· Proliferative diabetic retinopathy
· Retinal vein occlusion with macular edema
· Retinopathy of prematurity

BEOVU is a human vascular endothelial growth factor (VEGF) inhibitor indicated for the treatment of: 
• Neovascular (Wet) Age-Related Macular Degeneration (AMD)
• Diabetic Macular Edema (DME) 

DOSAGE AND ADMINISTRATION
Neovascular (Wet) Age-Related Macular Degeneration (AMD) 
• The recommended dose for BEOVU is 6 mg (0.05 mL of 120 mg/mL solution) monthly (approximately every 25-31 days) for the first three doses, followed by one dose of 6 mg (0.05 mL) every 8-12 weeks. 

Diabetic Macular Edema (DME) 
• The recommended dose for BEOVU is 6 mg (0.05 mL of 120 mg/mL solution) every six weeks (approximately every 39-45 days) for the first five doses, followed by one dose of 6 mg (0.05 mL of 120 mg/mL solution) every 8-12 weeks.

BYOOVIZ, a vascular endothelial growth factor (VEGF) inhibitor, is indicated for the treatment of patients with: 
 Neovascular (Wet) Age-Related Macular Degeneration (AMD)
 Macular Edema Following Retinal Vein Occlusion (RVO)
 Myopic Choroidal Neovascularization (mCNV) 

DOSAGE AND ADMINISTRATION
For ophthalmic intravitreal injection only
 Neovascular (Wet) Age-Related Macular Degeneration (AMD): BYOOVIZ 0.5 mg (0.05 mL) is recommended to be administered by intravitreal injection once a month (approximately 28 days).
 - Although not as effective, patients may be treated with 3 monthly doses followed by less frequent dosing with regular assessment.
 - Although not as effective, patients may also be treated with one dose every 3 months after 4 monthly doses. Patients should be assessed regularly. 

 Macular Edema Following Retinal Vein Occlusion (RVO): BYOOVIZ 0.5 mg (0.05 mL) is recommended to be administered by intravitreal injection once a month (approximately 28 days).

 Myopic Choroidal Neovascularization (mCNV): BYOOVIZ 0.5 mg (0.05 mL) is recommended to be initially administered by intravitreal injection once a month (approximately 28 days) for up to three months. Patients may be retreated if needed.

CIMERLI, a vascular endothelial growth factor (VEGF) inhibitor, is indicated for the treatment of patients with: 
• Neovascular (Wet) Age-Related Macular Degeneration (AMD)
• Macular Edema Following Retinal Vein Occlusion (RVO)
• Diabetic Macular Edema (DME)
• Diabetic Retinopathy (DR)
• Myopic Choroidal Neovascularization (mCNV)

DOSAGE AND ADMINISTRATION
For ophthalmic intravitreal injection only.
• Neovascular (Wet) Age-Related Macular Degeneration (AMD): CIMERLI 0.5 mg (0.05 mL of 10 mg/mL solution) is recommended to be administered by intravitreal injection once a month (approximately 28 days). 
− Although not as effective, patients may be treated with 3 monthly doses followed by less frequent dosing with regular assessment. 
− Although not as effective, patients may also be treated with one dose every 3 months after 4 monthly doses. Patients should be assessed regularly. 

• Macular Edema Following Retinal Vein Occlusion (RVO): CIMERLI 0.5 mg (0.05 mL of 10 mg/mL solution) is recommended to be administered by intravitreal injection once a month (approximately 28 days). 

• Diabetic Macular Edema (DME) and Diabetic Retinopathy (DR): CIMERLI 0.3 mg (0.05 mL of 6 mg/mL solution) is recommended to be administered by intravitreal injection once a month (approximately 28 days).

• Myopic Choroidal Neovascularization (mCNV): CIMERLI 0.5 mg (0.05 mL of 10 mg/mL solution) is recommended to be initially administered by intravitreal injection once a month (approximately 28 days) for up to three months. Patients may be retreated if needed.

EYLEA is a vascular endothelial growth factor (VEGF) inhibitor indicated for the treatment of patients with: 
 Neovascular (Wet) Age-Related Macular Degeneration (AMD)
 Macular Edema Following Retinal Vein Occlusion (RVO)
 Diabetic Macular Edema (DME)
 Diabetic Retinopathy (DR)
  Retinopathy of Prematurity (ROP)

DOSAGE AND ADMINISTRATION
 Neovascular (Wet) Age-Related Macular Degeneration (AMD) 
 The recommended dose for EYLEA is 2 mg (0.05 mL of 40 mg/mL solution) administered by intravitreal injection every 4 weeks (approximately every 28 days, monthly) for the first 3 months, followed by 2 mg (0.05 mL of 40 mg/mL solution) via intravitreal injection once every 8 weeks (2 months). 
 Although EYLEA may be dosed as frequently as 2 mg every 4 weeks (approximately every 25 days, monthly), additional efficacy was not demonstrated in most patients when EYLEA was dosed every 4 weeks compared to every 8 weeks. Some patients may need dosing every 4 weeks (monthly) after the first 12 weeks (3 months). 
 Although not as effective as the recommended every 8 week dosing regimen, patients may also be treated with one dose every 12 weeks after one year of effective therapy. Patients should be assessed regularly.

 Macular Edema Following Retinal Vein Occlusion (RVO) 
 The recommended dose for EYLEA is 2 mg (0.05 mL of 40 mg/mL solution) administered by intravitreal injection once every 4 weeks (approximately every 25 days, monthly). 

 Diabetic Macular Edema (DME) and Diabetic Retinopathy (DR) 
 The recommended dose for EYLEA is 2 mg (0.05 mL of 40 mg/mL solution) administered by intravitreal injection every 4 weeks (approximately every 28 days, monthly) for the first 5 injections followed by 2 mg (0.05 mL of 40 mg/mL solution) via intravitreal injection once every 8 weeks (2 months).
 Although EYLEA may be dosed as frequently as 2 mg every 4 weeks (approximately every 25 days, monthly), additional efficacy was not demonstrated in most patients when EYLEA was dosed every 4 weeks compared to every 8 weeks. Some patients may need every 4-week (monthly) dosing after the first 20 weeks (5 months).

  Retinopathy of Prematurity (ROP) 
 The recommended dose for EYLEA is 0.4 mg (0.01 mL or 10 microliters of 40 mg/mL solution) administered by intravitreal injection. Treatment may be given bilaterally on the same day. Injections may be repeated in each eye. The treatment interval between doses injected into the same eye should be at least 10 days.

EYLEA HD is a vascular endothelial growth factor (VEGF) inhibitor indicated for the treatment of patients with: 
 Neovascular (Wet) Age-Related Macular Degeneration (nAMD) 
 Diabetic Macular Edema (DME) 
 Diabetic Retinopathy (DR)

DOSAGE AND ADMINISTRATION 
 Neovascular (Wet) Age-Related Macular Degeneration (nAMD) 
 The recommended dose for EYLEA HD is 8 mg (0.07 mL of 114.3 mg/mL solution) administered by intravitreal injection every 4 weeks (approximately every 28 days +/- 7 days) for the first three doses, followed by 8 mg (0.07 mL of 114.3 mg/mL solution) via intravitreal injection once every 8 to 16 weeks, +/- 1 week.

 Diabetic Macular Edema (DME) 
 The recommended dose for EYLEA HD is 8 mg (0.07 mL of 114.3 mg/mL solution) administered by intravitreal injection every 4 weeks (approximately every 28 days +/- 7 days) for the first three doses, followed by 8 mg (0.07 mL of 114.3 mg/mL solution) via intravitreal injection once every 8 to 16 weeks, +/- 1 week.

 Diabetic Retinopathy (DR)  The recommended dose for EYLEA HD is 8 mg (0.07 mL of 114.3 mg/mL solution) administered by intravitreal injection every 4 weeks (approximately every 28 days +/- 7 days) for the first three doses, followed by 8 mg (0.07 mL of 114.3 mg/mL solution) via intravitreal injection once every 8 to 12 weeks, +/- 1 week.

LUCENTIS, a vascular endothelial growth factor (VEGF) inhibitor, is indicated for the treatment of patients with: 
• Neovascular (Wet) Age-Related Macular Degeneration (AMD)
• Macular Edema Following Retinal Vein Occlusion (RVO)
• Diabetic Macular Edema (DME)
• Diabetic Retinopathy (DR)
• Myopic Choroidal Neovascularization (mCNV)

DOSAGE AND ADMINISTRATION 
For ophthalmic intravitreal injection only
• Neovascular (Wet) Age-Related Macular Degeneration (AMD): LUCENTIS 0.5 mg (0.05 mL of 10 mg/mL solution) is recommended to be administered by intravitreal injection once a month (approximately 28 days). 
- Although not as effective, patients may be treated with 3 monthly doses followed by less frequent dosing with regular assessment. 
- Although not as effective, patients may also be treated with one dose every 3 months after 4 monthly doses. Patients should be assessed regularly. 

• Macular Edema Following Retinal Vein Occlusion (RVO): LUCENTIS 0.5 mg (0.05 mL of 10 mg/mL solution) is recommended to be administered by intravitreal injection once a month (approximately 28 days). 

• Diabetic Macular Edema (DME) and Diabetic Retinopathy (DR): LUCENTIS 0.3 mg (0.05 mL of 6 mg/mL solution) is recommended to be administered by intravitreal injection once a month (approximately 28 days). 

• Myopic Choroidal Neovascularization (mCNV): LUCENTIS 0.5 mg (0.05 mL of 10 mg/mL solution) is recommended to be initially administered by intravitreal injection once a month (approximately 28 days) for up to three months. Patients may be retreated if needed.

SUSVIMO (ranibizumab injection), a vascular endothelial growth factor (VEGF) inhibitor, is indicated for the treatment of patients with Neovascular (wet) Age-related Macular Degeneration (AMD) who have previously responded to at least two intravitreal injections of a VEGF inhibitor.

DOSAGE AND ADMINISTRATION
• For intravitreal use via SUSVIMO ocular implant.
• The recommended dose of SUSVIMO (ranibizumab injection) is 2 mg (0.02 mL of 100 mg/mL solution) continuously delivered via the SUSVIMO implant with refills every 24 weeks (approximately 6 months).
• Supplemental treatment with 0.5 mg intravitreal ranibizumab injection may be administered in the affected eye if clinically necessary.
• Perform the initial implantation, refill-exchange, and implant removal (if necessary) procedures under strict aseptic conditions.

VABYSMO is a vascular endothelial growth factor (VEGF) and angiopoietin-2 (Ang-2) inhibitor indicated for the treatment of patients with: 
• Neovascular (Wet) Age-Related Macular Degeneration (nAMD)
• Diabetic Macular Edema (DME)  
• Macular Edema Following Retinal Vein Occlusion (RVO)

DOSAGE AND ADMINISTRATION 
For intravitreal injection.
• Neovascular (Wet) Age-Related Macular Degeneration (nAMD) 
o The recommended dose for VABYSMO is 6 mg (0.05 mL of 120 mg/mL solution) administered by intravitreal injection every 4 weeks (approximately every 28 ± 7 days, monthly) for the first 4 doses, followed by optical coherence tomography and visual acuity evaluations 8 and 12 weeks later to inform whether to give a 6 mg dose via intravitreal injection on one of the following three regimens: 1) Weeks 28 and 44; 2) Weeks 24, 36 and 48; or 3) Weeks 20, 28, 36 and 44. Although additional efficacy was not demonstrated in most patients when VABYSMO was dosed every 4 weeks compared to every 8 weeks, some patients may need every 4 week (monthly) dosing after the first 4 doses. Patients should be assessed regularly.

• Diabetic Macular Edema (DME) 
o VABYSMO is recommended to be dosed by following one of these two dose regimens: 1) 6 mg (0.05 mL of 120 mg/mL solution) administered by intravitreal injection every 4 weeks (approximately every 28 days ± 7 days, monthly) for at least 4 doses. If after at least 4 doses, resolution of edema based on the central subfield thickness (CST) of the macula as measured by optical coherence tomography is achieved, then the interval of dosing may be modified by extensions of up to 4 week interval increments or reductions of up to 8 week interval increments based on CST and visual acuity evaluations; or 2) 6 mg dose of VABYSMO can be administered every 4 weeks for the first 6 doses, followed by 6 mg dose via intravitreal injection at intervals of every 8 weeks (2 months). Although additional efficacy was not demonstrated in most patients when VABYSMO was dosed every 4 weeks compared to every 8 weeks, some patients may need dosing every 4-week (monthly) after the first 4 doses. Patients should be assessed regularly.

• Macular Edema Following Retinal Vein Occlusion (RVO) 
o The recommended dose for VABYSMO is 6 mg (0.05 mL of 120 mg/mL) administered by intravitreal injection every 4 weeks (approximately every 28 ± 7 days, monthly) for 6 months.

Duration of approval:

Initial authorization: Length requested, length specified in the indication above (if applicable), or 12 months, whichever is shortest

Reauthorization: Length requested, length specified in the indication above (if applicable), or 12 months, whichever is shortest

Exception Criteria:

· [bookmark: _Hlk190864107]Exceptions may need to be reviewed on multiple levels depending on the agent requested: documentation of inadequate response, contraindication, adverse event or otherwise must be demonstrated for a preferred agent if requesting a secondary agent, and for preferred and secondary agents if requesting a tertiary agent.
· Coverage for a secondary or tertiary agent will be considered if there is documentation of a continuation of therapy within the past 365 days (if new) or if it is a reauthorization request.
· In either of the above situations, the product being used cannot be based on the use of samples or products provided through manufacturer patient assistance programs.

Reference(s): 

· Avastin package insert. https://www.gene.com/download/pdf/avastin_prescribing.pdf
· Beovu package insert. https://www.novartis.com/us-en/sites/novartis_us/files/beovu.pdf
· Byooviz package insert. https://www.biogencdn.com/us/biosimilars/BYO-pi.pdf
· Cimerli package insert. https://www.cimerli.com/pdf/prescribing-information.pdf
· Eylea package insert. https://www.regeneron.com/downloads/eylea_fpi.pdf
· Eylea HD package insert.  https://www.regeneron.com/downloads/eyleahd_fpi.pdf
· Lucentis package insert. https://www.accessdata.fda.gov/drugsatfda_docs/label/2024/125156s128lbl.pdf
· Susvimo package insert. https://www.gene.com/download/pdf/susvimo_prescribing.pdf
· Vabysmo package insert. https://www.gene.com/download/pdf/vabysmo_prescribing.pdf
· eternalHealth Medicare Part B Prior Authorization List.  https://www.eternalhealth.com/wp-content/uploads/2022/10/eternalHealth_MA-Part-B-PA-List-eff-1-1-2025.pdf
· CMS ASP Pricing Files.  https://www.cms.gov/medicare/payment/part-b-drugs/asp-pricing-files
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