MVP Health Care Medical Policy

Adakveo
Type of Policy: Drug Therapy
Prior Approval Date:  12/01/2024
Approval Date: 07/01/2025
Effective Date: 09/01/2025
Related Policies: N/A

Codes Requiring Prior Authorization (covered under the medical benefit)
JO79% Injection, crizanlizumab-tmca, 5mg (Adakveo)

Overview

Red blood cells are normally round and flexible being able to move through the blood
vessels with ease. In sickle cell anemia, the red blood cells are rigid and “sticky” taking
on the shape of sickles or crescent moons. The red blood cells can clustetogether
creating blockages throughout the body making blood flow difficult. The blockages can
create “vaso-occlusive crises” which are intense episodes of pain.

Adakveo (crizanlizumab-tmca) is indicated to reduce the frequency of vaso-occlusive
crises in adults and pediatric members aged 16 years and older with sickle cell disease.
Adakveo is a humanized IgG2 kappa monoclonal antibody which inhibits sickled red
blood cells from adhering together to create blockages by binding to P -selectin and
preventing interaction with P -selectin glycoprotein ligand 1.

Adakveo is administered by intravenous infusion at week 0, week 2 and every 4 weeks
thereafter.

Indications/Criteria

Adakveo may be considered for coverage when all the following criteria are met:
x Chart notes confirming the diagnosis of sickle cell disease
X Member is at least 16 years of age or older.

x Chart notes documenting baseline vasoocclusive crises (number of crises within
the past one year)
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Type of Policy: Drug Therapy
Prior Approval Date: 10/01/2023
Approval Date: 10/01/2024
Effective Date: 01/01/2025

Related Policies:

Colony Stimulating Factors (CSF)

Codes Subject to Retrospective Review

J2506 - Injection, pegdfilgrastim, 6 mg (Neulasta)

Q5130- Injection, pegfilgrastim, 6 mg (Fylnetra)

Q5108 — Injection, pedfilgrastim-jmdb, biosimilar, 0.5mg (Fulphila)
Q5111 — Injection, Pegfilgrastim-cbqv, biosimilar, 0.5mg (Udenyca)
Q5110 — Injection, filgrastim-aafi, biosimilar, T mcg (Nivestym)
J1442 — Injection, filgrastim (g-csf), Tmcg (Neupogen)

Q5101- Injections, filgrastim (g-csf), Tmcg (Zarxio)

J1447 - Injections, tbo-filgrastim, Tmcg (Granix)

Q5120-Injection, pegfilgrastim-bmez, 6mg (Ziextenzo)

Q5122 - Injection, pedfilgrastim-apgf, biosimilar,0.5 mg (Nyvepria)

J1449 — injection, elfapegrastim-xnst, 0.1mg (Rolvedon)

Q5127 Injection, pedfilgrastim-fpgk (stimufend), biosimilar, 0.5 mg (Stimufend)

Q5125 Injection, filgrastim-ayow, biosimilar, (releuko), 1 microgram

Refer to the MVP website for the prescription drug formulary for drugs that may be

covered under the pharmacy benefit.

Refer to the MVP website for the Medicare Part D formulary for drugs that may be covered

under the Part D benefit.

Colony Stimulating Factors
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Overview

Colony stimulating factors support the survival, clonal expansion, and differentiation of
hematopoietic progenitor cells by binding to specific receptors expressed on the cell
surface of target cells.

. Dosing Limits

Max Units (per dose and over time) [Medical Benefit]:
¢ Udenyca and Fulphila:
o 12 billable units weekly x 2 doses for Acute Radiation Exposure
o 12 billable units per 14 days for all other indications
¢ Neulasta:
o 1 billable unit weekly x 2 doses for Acute Radiation Exposure
o 1 billable unit per 14 days for all other indications
¢ Neupogen, Nivestym, Zarxio, Ziextenzo, Stimufend, Rolvedon, Nyvepria
and Granix:
o Severe Chronic Neutropenia: 1380 billable units per day
o BMT or PBPC or Radiation: 1200 billable units per day
o All other indications: 600 billable units per day

. Initial Approval Criteria

1. For all indications, the following criteria must be met in addition to the
specific diagnosis criteria below.
Neulasta, and Udenyca are the preferred long-acting granulocyte colony
stimulating factor (G-CSF) products.

o Members must have failed, or have a contraindication, or intolerance to
Neulasta OR Udenyca prior to consideration of any other long-acting
G-CSF product.

Nivestym and Releuko are the preferred short-acting granulocyte colony
stimulating factor (G-CSF) products.
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o Members must have failed, or have a contraindication, or intolerance to
Nivestym OR Releuko prior to consideration of any other short-acting
G-CSF product.

2. Coverage for Neupogen, Nivestym, Zarxio, Ziextenzo, Nyvepria,
Stimufend, Rolvedon and Granix is provided in the following conditions
unless otherwise notated below:

e Bone marrow transplant (BMT) -Neupogen and Nivestym only

e Peripheral Blood Progenitor Cell (PBPC) mobilization and transplant -Neupogen and
Nivestym only

e Prophylactic use in Members with non-myeloid malignancy

e Member is undergoing myelosuppressive chemotherapy with an expected
incidence of febrile neutropenia of 20% or greater; OR

¢ Member is undergoing myelosuppressive chemotherapy with an expected
incidence of febrile neutropenia of 10% or greater AND one or more of the
following co-morbidities:

o Elderly Members (age 65 or older) receiving full dose intensity
chemotherapy

o History of recurrent febrile neutropenia from chemotherapy

o Extensive prior exposure to chemotherapy

o Previous exposure of pelvis, or other areas of large amounts of bone
marrow, to radiation

o Pre-existing neutropenia (ANC < 1000/mm?3) or bone marrow
involvement with tumor

o Member has a condition that can potentially increase the risk of serious
infection (i.e. HIV/AIDS)

o Infection/open wounds

o Recent surgery

o Poor performance status

o Poor renal function (creatinine clearance <50)

o Liver dysfunction (elevated bilirubin >2.0)

o Chronic immunosuppression in the post-transplant setting including
organ transplant

3. Treatment of chemotherapy-induced febrile neutropenia -Neupogen,

Nivestym, Stimufend, Rolvedon and Zarxio

o Used for the treatment of chemotherapy induced febrile neutropenia; AND
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10



MVP Health Care Medical Policy

o Member has been on prophylactic therapy with filgrastim; OR
o Member has not received prophylactic therapy with a granulocyte colony
stimulating factor; AND
» Member has one or more of the following risk factors for developing
infection-related complications:

— Sepsis Syndrome
— Age >65
— Absolute neutrophil count [ANC] <100/mcL
— Duration of neutropenia expected to be greater than 10 days
— Pneumonia or other clinically documented infections
— Invasive fungal infection
— Hospitalization at the time of fever
— Prior episode of febrile neutropenia
4. Member who experienced a neutropenic complication from a prior cycle

of the same chemotherapy

5. Acute Myeloid Leukemia (AML) member following induction or

consolidation chemotherapy
6. Bone Marrow Transplantation (BMT) failure or Engraftment Delay
7. Severe chronic neutropenia

e Member must have an absolute neutrophil count (ANC) < 500/mm?;
AND
e Member must have a diagnosis of one of the following:
o Congenital neutropenia; OR
o Cyclic neutropenia; OR
o Idiopathic neutropenia

8. Myelodysplastic Syndrome

o Endogenous serum erythropoietin level of <500 mUnits/mL; AND
o Member is receiving concurrent therapy with Erythropoiesis Stimulating
Agents (ESAs)

9. Members acutely exposed to myelosuppressive doses of radiation
(Hematopoietic Subsyndrome of Acute Radiation Syndrome
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10.Prophylactic use in Members with non-myeloid malignancy

Coverage for Neulasta, Udenyca, and Fulphila is provided in the following
conditions:

e Member is undergoing myelosuppressive chemotherapy with an expected
incidence of febrile neutropenia of 20% or greater; OR

e Member is undergoing myelosuppressive chemotherapy with an expected
incidence of febrile neutropenia of 10% or greater AND one or more of
the following co-morbidities:

- Elderly Members (age 65 or older)

— History of recurrent febrile neutropenia from chemotherapy

- Extensive prior exposure to chemotherapy

— Previous exposure of pelvis, or other areas of large amounts of bone
marrow, to radiation

—  Pre-existing neutropenia (ANC < 1000/mm?) or bone marrow
involvement with tumor

—~ Member has a condition that can potentially increase the risk of serious
infection (i.e. HIV/AIDS)

— Infection/open wounds

- Recent surgery

~ Poor performance status

- Poor renal function (creatinine clearance <50)

— Liver dysfunction (elevated bilirubin >2.0)

— Chronic immunosuppression in the post-transplant setting including
organ transplant

11.Member who experienced a neutropenic complication from a prior cycle
of the same chemotherapy

12.Members acutely exposed to myelosuppressive doses of radiation
(Hematopoietic Subsyndrome of Acute Radiation Syndrome)

13.Bone marrow transplantation (BMT) failure or engraftment delay

14.Peripheral blood progenitor cell (PBPC) mobilization and transplant

Colony Stimulating Factors Page 5 of
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Renewal Criteria

Coverage can be renewed if member continues to meet above criteria

Appendix A

Dosage/Administration

Indication Dose

Neupogen, e 5mcg/kg daily for up to 14 days for non-BMT/PBPC indications

Zarxio, Granix, e 10mcg/kg daily for up to 14 days for BMT/PBPC/Radiation indications

and Nivestym e 6mcg/kg twice daily for Severe Congenital Neutropenia

Neulasta, <10 kg = 0.1 mg/kg
Udenyca and 10-20 kg = 1.5 mg
Fulphila, 21-30 kg = 2.5 mg
Ziextenzo, 31-44 kg = 4 mg
Nyvepria All
45 kg and up = 6 mg
other
indications* Dosed no more frequently than every 14 days.
Neulasta, 6 mg subcutaneously weekly x 2 doses (Use weight based dosing for pediatrics
Udenyca weighing <45 kq)
Fulphila,
Ziextenzo,

Nyvepria Acute

Radiation

Exposure

*Do not administer within 14 days before and 24 hours after administration of cytotoxic
chemotherapy

*Onpro On-body Injector may be administered on the same day as chemotherapy as long as the
Neulasta is administered no less than 24 hours after administration of chemotherapy. Not
recommended for use in Members with acute radiation exposure

References
1. Nivestym [package insert]. Lake Forest, IL; Hospira Inc; July 2018. Accessed July 2018.

2. Referenced with permission from the NCCN Drugs & Biologics Compendium (NCCN
Compendium ®) filgrastim-aafi. National Comprehensive Cancer Network, 2018. The
NCCN Compendium® is a derivative work of the NCCN Guidelines®. NATIONAL
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Member Product

Medical Management Requirements*

New York Products

HMO Potential for Retrospective Review
PPO in Plan Potential for Retrospective Review
PPO OOP Potential for Retrospective Review
POS in Plan Potential for Retrospective Review
POS OOP Potential for Retrospective Review

Essential Plan

Potential for Retrospective Review

MVP Medicaid Managed Care

Pharmacy benefit carved out to Medicaid FFS, Medical benefit
Potential for Retrospective Review

MVP Child Health Plus

Potential for Retrospective Review

MVP Harmonious Health Care Plan

Pharmacy benefit carved out to Medicaid FFS, Medical benefit
Potential for Retrospective Review

MVP Medicare Gold Giveback

Refer to the MVP website for the Medicare Part B and Part D

policies.

MVP Medicare Preferred Gold HMO POS Refer to the MVP website for the Medicare Part B and Part D
policies.

MVP Medicare Secure HMO POS Refer to the MVP website for the Medicare Part B and Part D
policies.

Colony Stimulating Factors
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MVP Medicare Secure Plus HMO POS

Refer to the MVP website for the Medicare Part B and Part D

policies.

MVP Medicare WellSelect PPO Refer to the MVP website for the Medicare Part B and Part D
policies.

MVP Medicare WellSelect Plus PPO Refer to the MVP website for the Medicare Part B and Part D
policies.

MVP Medicare Patriot Plan PPO Refer to the MVP website for the Medicare Part B and Part D
policies.

MVP DualAccess D-SNP HMO Refer to the MVP website for the Medicare Part B and Part D
policies.

MVP DualAccess Complete D-SNP HMO Refer to the MVP website for the Medicare Part B and Part D
policies.

MVP DualAccess Plus D-SNP HMO Refer to the MVP website for the Medicare Part B and Part D
policies.

UVM Health Advantage Select PPO Refer to the MVP website for the Medicare Part B and Part D
policies.

UVM Health Advantage Secure PPO Refer to the MVP website for the Medicare Part B and Part D
policies.

UVM Health Advantage Preferred PPO Refer to the MVP website for the Medicare Part B and Part D
policies.

Healthy NY Potential for Retrospective Review

MVP Premier Potential for Retrospective Review

MVP Premier Plus

Potential for Retrospective Review

MVP Premier Plus HDHP

Potential for Retrospective Review

MVP Secure Potential for Retrospective Review
MVP EPO Potential for Retrospective Review
MVP EPO HDHP Potential for Retrospective Review
MVP PPO Potential for Retrospective Review

MVP PPO HDHP

Potential for Retrospective Review

Student Health Plans

Potential for Retrospective Review

ASO See SPD

Vermont Products

POS in Plan Potential for Retrospective Review
POS OOP Potential for Retrospective Review

MVP Medicare Preferred Gold HMO POS

Refer to the MVP website for the Medicare Part B and Part D

MVP Medicare Secure Plus HMO POS

Refer to the MVP website for the Medicare Part B and Part D

UVM Health Advantage Select PPO

Refer to the MVP website for the Medicare Part B and Part D

UVM Health Advantage Secure PPO

Refer to the MVP website for the Medicare Part B and Part D

UVM Health Advantage Preferred PPO

Refer to the MVP website for the Medicare Part B and Part D

MVP VT HMO

Potential for Retrospective Review

MVP VT Plus HMO

Potential for Retrospective Review

MVP VT HDHP HMO

Potential for Retrospective Review

MVP VT Plus HDHP HMO

Potential for Retrospective Review

MVP Secure

Potential for Retrospective Review

ASO

See SPD

4 Note: Prior authorization requirements for HDHP products are the same as the base product (e.g. HDHP
HMO auth requirements are the same as listed for HMO).

© 2024 MVP Health Plan, Inc. All rights reserved. Descriptions contained within MVP's Medical Policies are not a
guarantee of coverage. Each MVP Group or Subscriber Contract contains specific limitations, exclusions and
requirements that may affect a Policy. If there is any discrepancy between your Group or Subscriber Contract and a
Policy, your Group or Subscriber Contract shall in all cases govern.

*Medical Management Requirements
Prior Auth

Potential for Retrospective Review
Retro Review

Not Covered

See SPD

Colony Stimulating Factors
10

Prior Authorization Required

No Prior Authorization Required. May be subject to Retrospective Review.

Retrospective Review Required
Service is not a covered benefit.
See Specific Plan Design
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Copayment Adjustment for Medical Necessity

Type of Policy: Drug Therapy
Prior Approval Date: 06/01/2024
Approval Date: 04/01/2025
Effective Date: 06/01/2025
Related Policies: N/A

Codes Requiring Prior Authorization
NA

Overview

Copayment reductions for medical necessity will be considered on a case-by-case basis for
brand multi-source drug differential copayments only. This policy applies to members with
prescription drug coverage that specifically requires brand-generic differential copayments.

A member should review therapeutically appropriate alternatives with their physician and, when
all options have been eliminated, may pursue copayment exception based on medical necessity.
Review is based on medical considerations which demonstrate the potential for adverse medical
outcome(s) to the member.

Indications/Criteria

The prescriber must submit a Prior Authorization request with supporting documentation. The
request must clearly indicate “Copayment Reduction”.

Documentation must include a complete medication history detailing at least one of the
following with respect to each therapeutically appropriate covered alternative available at the
lower co-payment:

e Specific member contraindication

» Allergy or significant adverse reaction

e Physical symptoms resulting from administration (i.e. rash with topical patch)

o Lack of efficacy following adequate trial (including dose and duration)

e Changes in therapy with high potential for adverse medical outcome
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Variation for contraceptive coverage under the Affordable Care Act:

e Documentation for copay reduction of multi-source brand contraceptives must include a
supporting statement of medical necessity from the prescribing physician with at least
one of the following:

o Generic alternative of the requested contraceptive was not as effective as the brand
name medication or resulted in a significant adverse reaction or side effect

o Change to the generic alternative of the requested contraceptive would result in
significant adverse medical outcome

o Alternative covered contraceptives would be less effective or result in adverse
effects including but not limited to differences in permanence and reversibility of
contraceptives

o Ability to adhere to the appropriate use of the item or service

MVP will defer to prescriber determinations of medical necessity that are documented properly.

Exclusions

e Except for contraceptives covered under Women's Preventive Services of the Affordable
Care Act,
o No reduction will be considered if member contract does not have differential
copayments for multi-source brand drugs.
o No co-payment reduction will be considered if a covered therapeutic alternative at
a lesser co-payment to the higher co-payment product is available.
o No co-payment reduction will be considered when member preference or
increases in member adherence are the reason for the request.
e Requests for any portion of copayment for the requested product with dates of services
prior to approval of copayment reduction
e No copayment reductions will be considered for drugs coded as single-source or generics
by the Pharmacy Benefit Manager (PBM).

o Off label use of medications that do not meet the Experimental policy are not eligible for
copay adjustments
e Medicare Part D prescription benefits are excluded from this policy

References

1. FAQS about Affordable Care Act Implementation (part XXVI), published May 11.2015.

Member Product Medical Management Requirements*
New York Products
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HMO Prior Auth
PPO in Plan Prior Auth
PPO OOP Prior Auth
POS in Plan Prior Auth
POS OOP Prior Auth
Essential Plan Prior Auth

MVP Medicaid Managed Care

Not Covered

MVP Child Health Plus

Prior Auth

MVP Harmonious Health Care Plan

Not Covered

MVP Complete Wellness

Refer to the MVP website for the Medicare Part B and Part D

MVP Medicare Preferred Gold HMO POS

Refer to the MVP website for the Medicare Part B and Part D policies.

MVP Medicare Secure HMO POS

Refer to the MVP website for the Medicare Part B and Part D policies.

MVP Medicare Secure Plus HMO POS

Refer to the MVP website for the Medicare Part B and Part D policies.

MVP Medicare WellSelect PPO

Refer to the MVP website for the Medicare Part B and Part D policies.

MVP Medicare WellSelect Plus PPO

Refer to the MVP website for the Medicare Part B and Part D policies.

MVP Medicare Patriot Plan PPO

Refer to the MVP website for the Medicare Part B and Part D policies.

MVP DualAccess D-SNP HMO

Refer to the MVP website for the Medicare Part B and Part D policies.

MVP DualAccess Complete D-SNP HMO

Refer to the MVP website for the Medicare Part B and Part D policies.

MVP DualAccess Plus D-SNP HMO

Refer to the MVP website for the Medicare Part B and Part D policies.

UVM Health Advantage Select PPO

Refer to the MVP website for the Medicare Part B and Part D policies.

USA Care PPO

Refer to the MVP website for the Medicare Part B and Part D policies.

Healthy NY Prior Auth
MVP Premier Prior Auth
MVP Premier Plus Prior Auth
MVP Premier Plus HDHP Prior Auth
MVP Secure Prior Auth
MVP EPO Prior Auth
MVP EPO HDHP Prior Auth
MVP PPO Prior Auth
MVP PPO HDHP Prior Auth
Student Health Plans Prior Auth
ASO See SPD
Vermont Products

POS in Plan Prior Auth
POS OOP Prior Auth

MVP Medicare Preferred Gold HMO POS

Refer to the MVP website for the Medicare Part B and Part D policies.

MVP Medicare Secure Plus HMO POS

Refer to the MVP website for the Medicare Part B and Part D policies.

MVP VT HMO Prior Auth
MVP VT Plus HMO Prior Auth
MVP VT HDHP HMO Prior Auth
MVP VT Plus HDHP HMO Prior Auth
MVP Secure Prior Auth
ASO See SPD

4 Note: Prior authorization requirements for HDHP products are the same as the base product (e.g. HDHP HMO auth
requirements are the same as listed for HMO).

© 2025 MVP Health Plan, Inc. All rights reserved. Descriptions contained within MVP's Medical Policies are not a guarantee of
coverage. Each MVP Group or Subscriber Contract contains specific limitations, exclusions and requirements that may affect a Policy. If
there is any discrepancy between your Group or Subscriber Contract and a Policy, your Group or Subscriber Contract shall in all cases
govern.

*Medical Management Requirements

Prior Auth Prior Authorization Required

Potential for Retrospective Review No Prior Authorization Required. May be subject to Retrospective Review.
Retro Review Retrospective Review Required

Not Covered Service is not a covered benefit.

See SPD See Specific Plan Design
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Cosmetic Drug Agents

Type of Policy: Drug Therapy

Prior Approval Date:  04/01/2024

Approval Date: 04/01/2025

Effective Date: 06/01/2025

Related Policies: Cosmetic and Reconstructive Surgery

Vitiligo Treatment
Alopecia Treatment

Drugs Generally Not Covered

Refer to the MVP website for the Medicare Part D formulary for drugs that may covered
under the Part D benefit.

Any drug used for a cosmetic purpose is generally not a covered pharmacy benefit.
Examples are:

Chemical Name Brand Name Drug Examples
bimatoprost Latisse

deoxycholic acid Kybella

dihydroxyacetone Chromelin, Vitadye, Dy-o-derm solution
eflornithine Vaniga

Finasteride Tmg Propecia

hyaluronic acid, sodium | Perlane, Restylane, Volbella XC, Prevelle Silk, Juvederm
hyaluronate

hydroquinone Melquin, Esoterica, Aclaro, Epiquin Micro, Kaxm, Keido,
Kuxm, Kutea, Remergent, Blanche cream, Esoterica, Ambi-
fade, Skin Success cream, Keya
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Hydroquinone- Kataryaxn, Ketarya, Kuvarya, Katarya, Yaxatarxyn, Yokatar,
hydrocortisone- Kutaryaxmpa, Kutaryaxm

tretinoin

hydroquinone- Tri-Luma

fluocinolone-tretinoin

Hydroquinone- Kuvarye, Kotaraxap, Kevaraxap
tretinoin-triamcinolone

kinetin Kinerase

minoxidil Rogaine, Daylogic, Gainextra
onabotulinumtoxin A Botox Cosmetic.

Botox when used for non-cosmetic purposes is eligible for
coverage but is subject to prior authorization.

prabotuliniumtoxinA Jeuveau

tazarotene Avage.

Tazarotene when used for psoriasis or acne (Tazorac) does
not require prior authorization

tesamorelin acetate Egrifta is excluded for MVP Medicaid.

Egrifta does not require PA for other lines of business but
is not covered when used solely for cosmetic purposes.

various tretinoin Renova, Refissa
products labeled for
facial wrinkles

Overview

Oral retinoids are indicated in the treatment of acne. Topical agents are indicated for
the treatment of fine wrinkles, keratinization, photoaging, hyperpigmentation, acne, and
psoriasis.

Oral and topical pigmenting and depigmenting agents are indicated for reversing
depigmented areas (e.g., vitiligo). Other topical agents are indicated for reversible
bleaching of hyperpigmented skin (i.e., freckles, senile lentigines, chloasma and

melasma, and other forms of melanin hyperpigmentation).

Other agents, i.e., minoxidil, are indicated for hair loss.
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Indications/Criteria

e The pharmacy benefit manager’'s (PBM) list of agents which are commonly used
for cosmetic purposes will be used to reject claims for non-covered cosmetic
agents or require prior authorization which will be subject to the member’s
benefit and a medical necessity determination.

e Retinoid Agents: Tretinoin-type products such as Retin-A, Retin-A Micro, and
Accutane are medications used in the treatment of acne vulgaris.

e Psoralen products (i.e.: Oxsoralen®) do not require prior authorization for the
following conditions but formulary rules may apply:
o Psoriasis

o Atopic dermatitis

o Actinic dermatitis

o Lichen planus

o Mycosis fungoidis

o Other non-cosmetic indications
Exclusions

e Retinoids, similar products (i.e., Renova, Vaniga) and pigmenting/depigmenting
agents are not covered for cosmetic or non-medically necessary reasons. This
includes prevention of wrinkling of the skin and for affecting the color, tone,
pigmentation, or texture of the skin

e Agents on the pharmacy benefits manager (PBM) list of agents commonly used
for cosmetic purposes will be excluded or require prior authorization as defined
by member benefit

e Renova and Refissa are topical medications used as adjunctive treatment of fine
wrinkles, mottled hyperpigmentation, and tactile roughness of facial skin. Renova
and Refissa are deemed cosmetic and therefore are not covered when excluded
or requires prior authorization as defined by member benefit

e Retinoid Agents are not considered medically necessary for unlabeled uses such
as actinic keratosis, flat warts in children up to age 18, various skin cancers, and
various dermatologic conditions including lamellar ichthyosis, mollusca
contagiosa, verrucae plantaris, verrucae planae juvenilis, hyperpigmented lesions,
ichthyosis vulgaris, bullous congenital ichthyosiform, and pityroasis rubra pilaris.
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e Pigmenting and Depigmenting Agents: These agents are deemed cosmetic and
are not covered when excluded or require prior authorization to determine
medically necessity as defined by member benefit.

Member Product Medical Management Requirements*

New York Products

HMO Prior Auth

PPQO in Plan Prior Auth

PPO OOP Prior Auth

POS in Plan Prior Auth

POS OOP Prior Auth

Essential Plan Prior Auth

MVP Medicaid Managed Care Pharmacy benefit carved out to Medicaid FFS, Medical benefit Prior
Authorization

MVP Child Health Plus Prior Auth

MVP Harmonious Health Care Plan Pharmacy benefit carved out to Medicaid FFS, Medical benefit Prior
Authorization

MVP Complete Wellness Refer to the MVP website for the Medicare Part B and Part D

MVP Medicare Preferred Gold HMO POS Refer to the MVP website for the Medicare Part B and Part D policies.

MVP Medicare Secure HMO POS Refer to the MVP website for the Medicare Part B and Part D policies.

MVP Medicare Secure Plus HMO POS Refer to the MVP website for the Medicare Part B and Part D policies.

MVP Medicare WellSelect PPO Refer to the MVP website for the Medicare Part B and Part D policies.

MVP Medicare WellSelect Plus PPO Refer to the MVP website for the Medicare Part B and Part D policies.

MVP Medicare Patriot Plan PPO Refer to the MVP website for the Medicare Part B and Part D policies.

MVP DualAccess D-SNP HMO Refer to the MVP website for the Medicare Part B and Part D policies.

MVP DualAccess Complete D-SNP HMO Refer to the MVP website for the Medicare Part B and Part D policies.

MVP DualAccess Plus D-SNP HMO Refer to the MVP website for the Medicare Part B and Part D policies.

UVM Health Advantage Select PPO Refer to the MVP website for the Medicare Part B and Part D policies.

USA Care PPO Refer to the MVP website for the Medicare Part B and Part D policies.

Healthy NY Prior Auth

MVP Premier Prior Auth

MVP Premier Plus Prior Auth

MVP Premier Plus HDHP Prior Auth

MVP Secure Prior Auth

MVP EPO Prior Auth

MVP EPO HDHP Prior Auth

MVP PPO Prior Auth

MVP PPO HDHP Prior Auth

Student Health Plans Prior Auth

ASO See SPD

Vermont Products

POS in Plan Prior Auth

POS O0P Prior Auth

MVP Medicare Preferred Gold HMO POS Refer to the MVP website for the Medicare Part B and Part D policies.

MVP Medicare Secure Plus HMO POS Refer to the MVP website for the Medicare Part B and Part D policies.

MVP VT HMO Prior Auth

MVP VT Plus HMO Prior Auth

MVP VT HDHP HMO Prior Auth

MVP VT Plus HDHP HMO Prior Auth

MVP Secure Prior Auth

ASO See SPD

4 Note: Prior authorization requirements for HDHP products are the same as the base product (e.g. HDHP HMO auth
requirements are the same as listed for HMO).

© 2025 MVP Health Plan, Inc. All rights reserved. Descriptions contained within MVP's Medical Policies are not a guarantee of
coverage. Each MVP Group or Subscriber Contract contains specific limitations, exclusions and requirements that may affect a Policy.
If there is any discrepancy between your Group or Subscriber Contract and a Policy, your Group or Subscriber Contract shall in all
cases govern.
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*Medical Management Requirements

Prior Auth Prior Authorization Required

Potential for Retrospective Review No Prior Authorization Required. May be subject to Retrospective Review.
Retro Review Retrospective Review Required

Not Covered Service is not a covered benefit.

See SPD See Specific Plan Design
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Dojolvi

Type of Policy: Drug Therapy
Prior Approval Date: 10/01/2023
Approval Date: 10/01/2024
Effective Date: 01/01/2025

Related Policies:  Enteral Therapy Vermont, Enteral Therapy New York

Refer to the Medicare Part D formulary for drugs that may be covered under the Part D
benefit.

Drugs Requiring Prior Authorization (covered under the pharmacy benefit)
Dojolvi (triheptanoin) oral liquid

Overview

Dojolvi is an oral liquid source of calories and fatty acids consisting of three odd-chain
7-carbon length fatty acids (heptanoate) that bypass the long-chain FAOD enzyme
deficiencies for energy production and replacement for pediatric and adult patients with
molecularly confirmed long-chain fatty acid oxidation disorders (LC-FAODs). LC-FAODs
are a group of rare, inborn errors of metabolism in which the body is unable to convert
long-chain fatty acids into energy.

Indications/Criteria

Coverage is considered medically necessary when the following criteria is met:

1. Documented diagnosis of LC-FAOD confirmed by at least TWO of the

following:
a. Disease specific elevation of acylcarnitines on a newborn blood spot or
in plasma

b. Low enzyme activity in cultured fibroblasts (very long-chain acyl-CoA
dehydrogenase (VLCAD) deficiency, carnitine palmitoyltransferease |
(CPT 1) or Il (CPT Il) deficiency, carnitine-acylcarnitine translocase
(CACT) deficiency, trifunctional protein (TFP) deficiency, long-chain 3-
hydroxyacyl-CoA dehydrogenase deficiency (LCHAD))

Enteral Therapy New York Page 1 0f4
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c. One or more known pathogenic mutations in CPT2, ACADVL, HADHA,
or HADHB

2. Currently managed on a stable treatment regimen including diet (such as a
low fat, high carbohydrate diet, fasting avoidance, carnitine and /or MCT oil)

3. Documentation indicating symptomatic clinical manifestations of LC-FAOD
despite current management such as:

e Episodes of hypoglycemia, rhabdomyolysis, or exacerbation of
cardiomyopathy requiring emergency room visits, acute care visits or
hospitalizations

e Evidence of functional cardiomyopathy documenting poor ejection
fraction requiring ongoing medical management

Initial authorization will be granted for 12 months

Subsequent authorizations up to 12 months will be granted with documentation of
continued clinical benefit and continued compliance with dietary management

Exclusions
e Indication, age, dose, frequency of dosing, and/or duration of therapy outside of
FDA approved package labeling
e Use in combination with:
o Pancreatic lipase inhibitors
o Another medium-chain triglyceride (MCT) product
e Pancreatic insufficiency
e Doses exceeding 35% of members total prescribed daily caloric intake

References

1. Dojolvi (triheptanoin) oral liquid. Prescribing Information. September 2020.
Ultragenyx Pharmaceutical Inc. Novato, CA.

2. Dojolvi. Ultragenyx Pharmaceutical Inc. Available at:
https://www.dojolvi.com/?utm source=google&utm medium=cpc&8utm campaign
=22 Dojolvi DTC Branded Brand&utm content=General%20%7C%20Exact&utm t
erm=dojolvi%20prescribing%20information&gclid=CjOKCQjw852XBhC6ARIsAJsFP
NOPRfhRnarEwd5EuirF8NK2gtDfqtHF8RCQMNNGvL8P371BI4KWjJEaAkT1vVEALW wcB
&gclsrc=aw.ds

3. Dojolvi (triheptanoin) oral liquid. Prescribing Information. September 2020. Revised
11/2021. Ultragenyx Pharmaceutical Inc. Novato, CA.

4. Dojolvi (triheptanoin) oral liquid. Prescribing Information. Revised 10/2023.
Ultragenyx Pharmaceutical Inc. Novato, CA.
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https://www.dojolvi.com/?utm_source=google&utm_medium=cpc&utm_campaign=22_Dojolvi_DTC_Branded_Brand&utm_content=General%20%7C%20Exact&utm_term=dojolvi%20prescribing%20information&gclid=Cj0KCQjw852XBhC6ARIsAJsFPN0PRfhRnarEwd5EuirF8NK2gtDfqtHF8RcQMNnGvL8P371BI4KWjJEaAk1vEALw_wcB&gclsrc=aw.ds

MVP Health Care Medical Policy

Erru Yang, Eliza Kruger, Major clinical events and healthcare resource use among
patients with long-chain fatty acid oxidation disorders in the United States: Results
from LC-FAOD Odyssey program, Molecular Genetics and Metabolism,Volume 142,
Issue 1, 2024, 108350,ISSN 1096-7192,
https://doi.org/10.1016/j.ymgme.2024.108350.

Member Product Medical Management Requirements*

New York Products

HMO Prior Auth

PPO in Plan Prior Auth

PPO OOP Prior Auth

POS in Plan Prior Auth

POS OOP Prior Auth

Essential Plan Prior Auth

MVP Medicaid Managed Care Pharmacy benefit carved out to Medicaid FFS, Medical benefit Prior

Authorization
MVP Child Health Plus Prior Auth
MVP Harmonious Health Care Plan Pharmacy benefit carved out to Medicaid FFS, Medical benefit Prior
Authorization

MVP Medicare Gold Giveback Refer to the MVP website for the Medicare Part B and Part D
policies.

MVP Medicare Preferred Gold HMO POS Refer to the MVP website for the Medicare Part B and Part D
policies.

MVP Medicare Secure HMO POS Refer to the MVP website for the Medicare Part B and Part D
policies.

MVP Medicare Secure Plus HMO POS Refer to the MVP website for the Medicare Part B and Part D
policies.

MVP Medicare WellSelect PPO Refer to the MVP website for the Medicare Part B and Part D
policies.

MVP Medicare WellSelect Plus PPO Refer to the MVP website for the Medicare Part B and Part D
policies.

MVP Medicare Patriot Plan PPO Refer to the MVP website for the Medicare Part B and Part D
policies.

MVP DualAccess D-SNP HMO Refer to the MVP website for the Medicare Part B and Part D
policies.

MVP DualAccess Complete D-SNP HMO Refer to the MVP website for the Medicare Part B and Part D
policies.

MVP DualAccess Plus D-SNP HMO Refer to the MVP website for the Medicare Part B and Part D
policies.

UVM Health Advantage Select PPO Refer to the MVP website for the Medicare Part B and Part D
policies.

UVM Health Advantage Secure PPO Refer to the MVP website for the Medicare Part B and Part D
policies.

UVM Health Advantage Preferred PPO Refer to the MVP website for the Medicare Part B and Part D
policies.

Healthy NY Prior Auth

MVP Premier Prior Auth

MVP Premier Plus Prior Auth

MVP Premier Plus HDHP Prior Auth

MVP Secure Prior Auth

MVP EPO Prior Auth

MVP EPO HDHP Prior Auth

MVP PPO Prior Auth

MVP PPO HDHP Prior Auth

Student Health Plans Prior Auth

ASO See SPD

Vermont Products
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POS in Plan

Prior Auth

POS OOP

Prior Auth

MVP Medicare Preferred Gold HMO POS

Refer to the MVP website for the Medicare Part B and Part D

MVP Medicare Secure Plus HMO POS

Refer to the MVP website for the Medicare Part B and Part D

UVM Health Advantage Select PPO

Refer to the MVP website for the Medicare Part B and Part D

UVM Health Advantage Secure PPO

Refer to the MVP website for the Medicare Part B and Part D

UVM Health Advantage Preferred PPO

Refer to the MVP website for the Medicare Part B and Part D

MVP VT HMO Prior Auth
MVP VT Plus HMO Prior Auth
MVP VT HDHP HMO Prior Auth
MVP VT Plus HDHP HMO Prior Auth
MVP Secure Prior Auth
ASO See SPD

4 Note: Prior authorization requirements for HDHP products are the same as the base product (e.g. HDHP
HMO auth requirements are the same as listed for HMO).

© 2024 MVP Health Plan, Inc. All rights reserved. Descriptions contained within MVP's Medical Policies are not a
guarantee of coverage. Each MVPP Group or Subscriber Contract contains specific limitations, exclusions and
requirements that may dffect a Policy. If there is any discrepancy between your Group or Subscriber Contract and a
Policy, your Group or Subscriber Contract shall in all cases govern.

*Medical Management Requirements
Prior Auth

Potential for Retrospective Review
Retro Review

Not Covered

See SPD

Prior Authorization Required

No Prior Authorization Required. May be subject to Retrospective Review.
Retrospective Review Required

Service is not a covered benefit.

See Specific Plan Design
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Drug Utilization Review and Monitoring Program

Type of Policy: N/A

Prior Approval Date: 12/01/2024
Approval Date: 04/01/2025
Effective Date: 06/01/2025

Related Policies: NA

Overview

The Drug Utilization Review and Monitoring Program is a multifaceted program to ensure
that medications; especially behavioral health drugs, are appropriately utilized to optimize
therapeutic outcomes and reduce the risk of adverse events through improved
medication use.

The program uses a combination of point-of-sale safety review edits and retrospective
claims evaluation which may result in member and/or prescriber interventions. Through
the pharmacy benefit manager, MVP has implemented a series of edits to verify
prescription history for drug conflicts and potential safety issues. Retrospective Safety
Reviews are also performed on a regular basis. MVP Health Care also performs
monitoring and reporting on select classes of medications in compliance with H.R. 6, the
Substance Use-Disorder Prevention that Promotes Opioid Recovery and Treatment
(SUPPORT) for Patients and Communities Act. This program is provided by the MVP
Health Care Pharmacy Management department and the pharmacy benefit manager.

The Drug Utilization Review and Monitoring Program has been developed and approved
by licensed and practicing pharmacists and physicians who are members of the MVP
Pharmacy & Therapeutics and Quality Improvement Committees.

Policy

Documentation, Process, and Quality Standards Requirements.

Eligibility of members will be determined by the Integrated Health Drug
Monitoring Program data analysis. The edits and/or reviews of this program will
apply to all eligible New York State Medicaid, HARP, Commercial/Exchange, and
Medicare D-SNP (Dual Special Needs Plan) integrated plans including Integrated
Benefit Plan (IBP) and Medicaid Advantage Plus (MAP) members. Interventions will

Drug Utilization Review and Monitoring Program Page 1 of 7
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be communicated to all targeted providers including Behavioral Health, Primary
Care Physicians, and Specialists.

Il. At the point of adjudication, alerts and rejects are applied to the claim for all
pharmacy benefit members managed by the plan. The dispensing pharmacist will
evaluate and override the intervention to receive a paid claim, or the safety
concern will be addressed on retro review. High-risk drug classes, including
controlled substances, polypharmacy, and provider shopping are monitored,
evaluated for intervention, and followed up on a quarterly basis. These edits and
reviews will not limit access to care and apply to Commercial/Exchange plans.

Potential Point of Sale intervention types:

o Apparent Drug Misuse

. Cumulative acetaminophen check

o Cumulative morphine milligram equivalent
o Drug-Age precaution

. Drug-Disease precaution

o Drug-Drug interaction

. Drug-Gender Alert
. Drug-Pregnancy Alert

. Excessive Duration Alert
. High Dose Alert

. Ingredient Duplication
. Low Dose Alert

. Refill too soon

. Therapeutic Duplication
o Underuse precaution

The safety activity report is a retrospective review that is performed daily by the pharmacy
benefit manager. The prescriber is notified with an actionable, member-specific
communication within 72 hours of the claim processing.

Potential Retrospective Safety Reviews:
e Drug-Drug Interaction Management

The Safety and Monitoring Program focuses on inappropriate use. On a quarterly basis a
clinical evaluation is performed by the pharmacy benefit manager on controlled
substance claims to identify potential medication misuse and inappropriate claims.
Intervention letters may be sent to the provider with quarterly monitoring and follow-ups
as necessary.

Drug Utilization Review and Monitoring Program Page 2 of 7
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Safety and monitoring therapeutic class targets:

1. Integrated Health Drug Monitoring

Narcotics

Anti-anxiety and sedative hypnotics
Non-benzodiazepine sedatives and hypnotics

Muscle relaxants

Central Nervous System stimulants

A clinician from the MVP Health Care pharmacy department will review all reports listed
below and identify any medication related issues. If a medication-related problem or an
opportunity to optimize therapy is identified upon clinical review an intervention will be
made as listed below:

New York State Medicaid, HARP, IBP, and MAP Members

Monitoring Criteria Frequency | Intervention Follow up
Target
Atypical |dentify any member Monthly The prescribing Re-
antipsychotic | under the age of 6 physician or other assessed
use in taking atypical appropriate member within 6
pediatric antipsychotics. of the healthcare team | months
patients will be contacted by
phone and/or mail

Metabolic and | Identify currently Monthly The prescribing Re-
Cardiovascular | enrolled members on physician or other assessed
side effects an atypical appropriate member within 12

antipsychotic of the healthcare team | months

medication for at least will be contacted by

28 days in the past mail; and the member

month and no prior may receive a letter to

utilization in the past 6 discuss the issue with

months. Use of data to their provider.

identify opportunities

for intervention will be

stratified by the

following age groups: a.

0-5 years; b. 6-12 years;

c. 13-17 years; and d.

18-20 years.
Naloxone |dentify currently Monthly The prescribing Re-

enrolled members at physician or other assessed

Drug Utilization Review and Monitoring Program Page 3 of 7
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risk for opioid overdose. appropriate member | within 3
A 6-month lookback to of the healthcare team | months
identify members with will be contacted by
an opioid poisoning mail.
diagnosis and greater
than 28 cumulative day
supply of a prescription
opioid without a
prescription claim for
naloxone.
Commercial/Exchange Members
Monitoring Criteria Frequency | Intervention Follow
Target up
Atypical |dentify any member Monthly The prescribing Re-
antipsychotic under the age of 6 physician or other assessed
use in pediatric | taking atypical appropriate member | within 6
patients antipsychotics. of the healthcare team | months
will be contacted by
phone and/or mail
Same class |dentify currently Monthly The prescribing Re-
polypharmacy | eligible members with physician or other assessed
a psychotic disorder appropriate member | within 6
diagnosis in the past of the healthcare team | months
12 months and 2 or will be contacted by
more concurrent phone and/or mail
prescriptions from the
same therapeutic class
(GPI 4) for greater than
45 days concurrence in
the past 6 months. Use
of data to identify
opportunities for
intervention will be
stratified by the
following age groups:
a. 0-5 years; b. 6-12
years; c. 13-17 years,;
and d. 18-20 years.
Drug Utilization Review and Monitoring Program Page 4 of 7
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prescription doses of
medication in the
above classes above

will be contacted by
phone and/or mail;
and the member may
be contacted to

Multiple class |dentify currently Monthly The prescribing Re-
polypharmacy | eligible members with physician or other assessed
a psychotic disorder appropriate member | within 6
diagnosis in the past of the healthcare team | months
12 months and 2 or will be contacted by
more prescriptions phone and/or mail
from multiple
behavioral health
classes from multiple
prescribers for greater
than 60 days
concurrence in the past
6 months. Use of data
to identify
opportunities for
intervention will be
stratified by the
following age groups:
a. 0-5 years; b. 6-12
years; 13-17 years; and
d. 18-20 years.
Non-adherence | Identify currently Monthly The prescribing Re-
eligible members physician or other assessed
continuously enrolled appropriate member | within 6
for past 6 months with of the healthcare team | months
at least a 90 day supply will be contacted by
of any Second phone and/or mail;
generation and the member may
antipsychotic (SGA) or be contacted to
First generation discuss issue; and/or
antipsychotic (FGA) the member may
and less than 75% of receive a letter to
days covered. discuss the issue with
their provider.
Overdosing A 6-month lookback to | Monthly The prescribing Re-
identify currently physician or other assessed
eligible members with appropriate member | within 3
consistent (>=90 days) of the healthcare team | months

Drug Utilization Review and Monitoring Program
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the FDA approved max
dose.

discuss issue; and/or
the member may
receive a letter to
discuss the issue with
their provider.

review. This edit will
not prevent access to
medication assisted
treatment in any way.

phone and mail.

Metabolic and | Identify currently Monthly The prescribing Re-
Cardiovascular | enrolled members on physician or other assessed
side effects an atypical appropriate member | within 12
antipsychotic of the healthcare team | months
medication for at least will be contacted by
28 days in the past mail; and the member
month and no prior may receive a letter to
utilization in the past 6 discuss the issue with
months. Use of data to their provider.
identify opportunities
for intervention will be
stratified by the
following age groups:
a. 0-5 years; b. 6-12
years; c. 13-17 years;
and d. 18-20 years.
Naloxone |dentify currently Monthly The prescribing Re-
enrolled members at physician or other assessed
risk for opioid appropriate member | within 3
overdose. A 6-month of the healthcare team | months
lookback to identify will be contacted by
members with an mail.
opioid poisoning
diagnosis and greater
than 28 cumulative day
supply of a prescription
opioid without a
prescription claim for
naloxone.
Substance use | This is a hard edit at In real A clinical review will
disorder and point of sale, every time as occur with provider
concurrent occurrence would occurring | and member
opioid use require a clinical communications by

Drug Utilization Review and Monitoring Program
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Opioid and |dentify currently The prescribing Re-
concurrent enrolled members on Every physician or other assessed
benzodiazepine | an benzodiazepine and | three appropriate member | within 3
use. a concurrent opiate for | months of the healthcare team | months
at least 7 days in the will be contacted by
past month. phone and/or mail

Retrospective review
performed by the
Pharmacy Benefits
Manager and reported
in Safety and
Monitoring DUR
reports.

Procedure

Interventions made under the Integrated Health Drug Monitoring will be recorded and
communicated with MVP Health Care departments to enhance coordination of care. Use
of electronic alerts within the care management tool will ensure all targeted members
(including Foster Care and medically fragile children) are identified across departments.
The MVP Health Care pharmacist may escalate high risk interventions to an MVP Health
Care Behavioral Health Medical Director for consultation or peer-to-peer discussion with
the prescriber(s). Members identified with multiple interventions may be referred to an
MVP Care Manager. Members may also be presented to the Patient Safety Committee
for additional multi-disciplinary review.

The pharmacy benefit manager will provide reporting on all Point of Sale Drug Utilization
Review Activity, Retrospective Safety Review, and Safety Monitoring Program on a
quarterly basis to the plan.

The MVP Health Care Pharmacy Department will present results of all reporting to the

MVP Pharmacy and Therapeutics and the Quality Improvement committee for review on a
quarterly basis.

Drug Utilization Review and Monitoring Program Page 7 of 7
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Dupixent
Type of Policy: Drug Therapy
Prior Approval Date: 04/01/2024
Approval Date: 12/01/2024
Effective Date: 02/01/2025

Related Policies:  Xolair, Select Injectables for Asthma

Drugs Requiring Prior Authorization (covered under the pharmacy benefit)
Dupixent (dupilumab)

Refer to the MVP website for the Medicare Part D formulary for drugs that may covered
under the Part D benefit.

Overview

Dupixent is an interleukin-4 receptor alpha antagonist, which inhibits IL-4 and IL-13 cytokine-
induced inflammatory response, including the release of proinflammatory cytokines,
chemokines, nitric oxide, and IgE, which plays a role in the development of asthma. Dupixent has
several FDA approved indications including nasal polyps, atopic dermatitis, asthma, puruigo
nodularis and eosinophilic esophagitis.

Indication/Criteria

The use of Dupixent may be considered medically necessary if all the following criteria
are met:

1. Chronic Rhinosinusitis with Nasal Polyps

Dupixent may be considered for coverage for chronic rhinosinusitis with nasal polyps
when the following criteria is met:



2.

a. Confirmed diagnosis of nasal polyps. Chart notes must document
diagnosis confirmation by examination, endoscopy or sinus computed
tomography (CT) scan.

b. Prescribed by or in consultation with an allergist, otolaryngologist or
immunologist

c. Documented trial and failure of three (3) months to at least one intranasal
corticosteroid indicated to treat nasal polyps

d. Documented failure, contraindication, intolerance, or allergy to other
therapy used in the management of nasal polyps such as nasal saline
irrigations, or antileukotriene agents (montelukast, zafirlukast, zileuton)

e. Documentation of prior oral corticosteroid therapy and/or sinus surgery

Dupixent will be add on maintenance in combination with an intranasal
corticosteroid. Initial coverage will be for 12 months.

Continued authorization up to 3 yearsmust be accompanied by current chart
notes identifying continued benefit and compliance with combination therapy.
Claims history must show compliance with combination therapy.

Asthma
Dupixent may be considered for coverage for moderate to severe asthma
characterized by eosinophilic phenotype OR with oral corticosteroid dependent
asthma when the following criteria is met:

a. Member has one of the following diagnoses:

I. Documented diagnosis of asthma with eosinophilic phenotype with
eosinophil count between >150 cells/mcL to < 1500 cells/mcL in
the past 12 months OR FeNO > 25ppb OR

Il. Documented diagnosis of oral corticosteroid dependent asthma
with at least 1 month of daily oral corticosteroid use within the last
3 months AND

b. Member must be followed by an allergist, immunologist or pulmonologist
AND

c. Documentation and claim history must identify that the member is
compliant with the use of a high-dose inhaled corticosteroid (ICS) and a
long-acting beta2-agonist (LABA) AND



d. Member still experiencing poor asthma control and has had at least two
asthma exacerbations in the previous year

Initial approval will be for 12 months.

Continued authorization for up to 3 years will be considered if there is a
documented decrease in asthma symptoms and exacerbations

. Atopic Dermatitis
Dupixent may be considered for coverage for atopic dermatitis when the
following criteria is met:

a. Chart notes documenting a confirmed diagnosis of moderate-to-severe
atopic dermatitis (widespread areas of dry skin, severe limitation of
everyday activities, nightly loss of sleep).

b. Must have at least 10% BSA involvement at baseline documented in chart
notes

c. Chart notes documenting that symptom control has not been achieved
with one of the following after an adequate trial:

i. Medium or high potency topical corticosteroids OR
ii. Topical calcineurin inhibitors (i.e. tacrolimus ointment, pimecrolimus
cream)

d. Must be prescribed by or in consultation with a dermatologist, allergist or
immunologist

Initial approval will be for 12 months.

Continued authorization up to 3 years months must be accompanied by current
chart notes identifying continued benefit and improvement in symptoms from
baseline.

Eosinophilic Esophagitis
Dupixent may be considered for coverage for eosinophilic esophagitis when the
following criteria is met:
a. Prescribed by or in consult with a gastroenterologist AND
b. Member has a diagnosis of eosinophilic esophagitis confirmed by
esophageal biopsy with the presence of > 15 intraepithelial eosinophils
per high-power field (eos/hpf) AND
c. Secondary causes of eosinophilic esophagitis have been ruled out (such as
food allergy and hypereosinophilic syndrome) AND



d. Chart notes documenting symptoms (such as dysphagia, reflux, vomiting,
food getting stuck in esophagus, trouble feeding).
e. Documentation of a previous trial with a proton pump inhibitor,
corticosteroids and dietary modifications OR
i. Documentation that a trial of a proton pump inhibitor,
corticosteroids, and dietary modifications are not medically
appropriate for the member.

Initial approval will be for 12 months.

Continued authorization up to 3 years must be accompanied by current chart
notes identifying continued benefit and improvement in symptoms from
baseline.

Pruruigo Nodularis
Dupixent may be considered for coverage for Pruruigo Nodularis
when the following criteria is met:

a. Confirmed diagnosis of pruruigo nodularis with pruritus lasting at least 6
weeks AND
b. Prescribed by or in consult with a dermatologist, allergist or immunologist
AND
c. Documentation of an inadequate response to one of the following OR
documentation indicating why the following therapies are not medically
appropriate for the member:
i. A medium to high potency topical corticosteroid
iil. A topical calcineurin inhibitor
iii. Phototherapy
iv. Methotrexate or cyclosporine

Initial approval will be for 12 months.

Continued authorization up to 3 years must be accompanied by current chart
notes identifying continued benefit and improvement in symptoms from
baseline.

. Chronic Obstructive Pulmonary Disease (COPD)
Dupixent may be considered for coverage for COPD when the following criteria is
met:

a. Confirmed diagnosis of COPD



b. Member is followed by an allergist, immunologist or pulmonologist
Documentation of inadequate control with combination therapy (either
double or triple therapy) consisting of an inhaled corticosteroid (ICS),
long-acting beta agonist (LABA), or long-acting muscarinic antagonist
(LAMA)

d. Member has eosinophilic phenotype with eosinophil count >300
cells/microliter

e. Provider attestation that Dupixent will be add on maintenance treatment

Initial approval will be for 12 months.
Continued authorization up to 3 years must be accompanied by current chart

notes identifying continued benefit and improvement in symptoms from
baseline.

Exclusions

Age, dose, frequency of dosing, and/or duration of therapy outside of FDA approved
package labeling Dupixent is a self-administered product. Office or outpatient
administration is not a covered benefit

Treatment of acute bronchospasm or status asthmaticus

Dual therapy with another monoclonal antibody is not a covered benefit
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overviewGlobal Initiative for Chronic Obstructive Lung Disease. 2024 Gold Report.
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Member Product

Medical Management Requirements*

New York Products

HMO Prior Auth
PPO in Plan Prior Auth
PPO OOP Prior Auth
POS in Plan Prior Auth
POS OOP Prior Auth
Essential Plan Prior Auth

MVP Medicaid Managed Care

Pharmacy benefit carved out to Medicaid FFS, Medical benefit Prior
Authorization

MVP Child Health Plus

Prior Auth

MVP Harmonious Health Care Plan

Pharmacy benefit carved out to Medicaid FFS, Medical benefit Prior
Authorization

MVP Complete Wellness

Refer to the MVP website for the Medicare Part B and Part D

MVP Medicare Preferred Gold HMO POS

Refer to the MVP website for the Medicare Part B and Part D policies.

MVP Medicare Secure HMO POS

Refer to the MVP website for the Medicare Part B and Part D policies.

MVP Medicare Secure Plus HMO POS

Refer to the MVP website for the Medicare Part B and Part D policies.

MVP Medicare WellSelect PPO

Refer to the MVP website for the Medicare Part B and Part D policies.

MVP Medicare WellSelect Plus PPO

Refer to the MVP website for the Medicare Part B and Part D policies.

MVP Medicare Patriot Plan PPO

Refer to the MVP website for the Medicare Part B and Part D policies.

MVP DualAccess D-SNP HMO

Refer to the MVP website for the Medicare Part B and Part D policies.

MVP DualAccess Complete D-SNP HMO

Refer to the MVP website for the Medicare Part B and Part D policies.

MVP DualAccess Plus D-SNP HMO

Refer to the MVP website for the Medicare Part B and Part D policies.

UVM Health Advantage Select PPO

Refer to the MVP website for the Medicare Part B and Part D policies.

USA Care PPO

Refer to the MVP website for the Medicare Part B and Part D policies.

Healthy NY Prior Auth
MVP Premier Prior Auth
MVP Premier Plus Prior Auth



https://www.jaad.org/article/S0190-9622(17)31944-8/fulltext
https://www.jaad.org/article/S0190-9622(17)31944-8/fulltext
https://jamanetwork.com/journals/jamadermatology/fullarticle/2788623
https://jamanetwork.com/journals/jamadermatology/fullarticle/2788623
https://www.aaaai.org/tools-for-the-public/conditions-library/allergies/nasal-polyps
https://www.aaaai.org/tools-for-the-public/conditions-library/allergies/nasal-polyps
https://ginasthma.org/wp-content/uploads/2023/07/GINA-2023-Full-report-23_07_06-WMS.pdf
https://ginasthma.org/wp-content/uploads/2023/07/GINA-2023-Full-report-23_07_06-WMS.pdf
https://clinicaltrials.gov/study/NCT03930732#study-overview
https://clinicaltrials.gov/study/NCT03930732#study-overview
https://clinicaltrials.gov/study/NCT03930732#study-overview
https://clinicaltrials.gov/study/NCT04456673?term=NCT04456673&rank=1#study-overview
https://clinicaltrials.gov/study/NCT04456673?term=NCT04456673&rank=1#study-overview
https://goldcopd.org/2024-gold-report/
https://goldcopd.org/2024-gold-report/

MVP Premier Plus HDHP

Prior Auth

MVP Secure Prior Auth
MVP EPO Prior Auth
MVP EPO HDHP Prior Auth
MVP PPO Prior Auth
MVP PPO HDHP Prior Auth
Student Health Plans Prior Auth
ASO See SPD
Vermont Products

POS in Plan Prior Auth
POS OOP Prior Auth

MVP Medicare Preferred Gold HMO POS

Refer to the MVP website for the Medicare Part B and Part D policies.

MVP Medicare Secure Plus HMO POS

Refer to the MVP website for the Medicare Part B and Part D policies.

MVP VT HMO Prior Auth
MVP VT Plus HMO Prior Auth
MVP VT HDHP HMO Prior Auth
MVP VT Plus HDHP HMO Prior Auth
MVP Secure Prior Auth
ASO See SPD

4 Note: Prior authorization requirements for HDHP products are the same as the base product (e.g. HDHP HMO
auth requirements are the same as listed for HMO).

© 2025 MVP Health Plan, Inc. All rights reserved. Descriptions contained within MVP's Medical Policies are not a guarantee of
coverage. Each MVP Group or Subscriber Contract contains specific limitations, exclusions and requirements that may affect a
Policy. If there is any discrepancy between your Group or Subscriber Contract and a Policy, your Group or Subscriber Contract

shall in all cases aovern

*Medical Management Requirements
Prior Auth

Potential for Retrospective Review
Retro Review

Not Covered

See SPD

Prior Authorization Required

No Prior Authorization Required. May be subject to Retrospective Review.
Retrospective Review Required

Service is not a covered benefit.

See Specific Plan Design
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MVP Health Care Medical Policy

Enteral Therapy New York
(enteral, modified solid foods and medical foods)

Type of Policy: Drug Therapy
Prior Approval Date: 08/01/2023
Approval Date: 10/01/2024
Effective Date: 01/01/2025

Related Policies:  Enteral Therapy Vermont

Codes May Require Prior Authorization (covered under the pharmacy benefit)

Enteral formula: B4100, B4102, B4103, B4104, B4149, B4150, B4152, B4153, B4154,
B4155, B4157, B4158, B4159, B4160, B4161, B4162, Various NDC/UPC numbers

Medical foods (modified solid foods) for inborn errors of metabolism: S9435

Overview

Enteral nutrition is a form of nutrition that is delivered into the digestive system as a
liquid. Enteral nutrition may be provided orally or through a feeding tube. Enteral
products may be liquids or powders that are reconstituted to a liquid form.

Specific diseases for which enteral formulas have been proven effective include, but are
not limited to:
e Inherited diseases of amino acid or organic acid metabolism, e.g. phenylketonuria
(PKU), homocystinuria, maple syrup urine disease (MSUD), methylmalonic aciduria.
e Crohn's Disease
e Gastroesophageal reflux
» Disorders of the gastrointestinal motility such as chronic intestinal pseudo-
obstruction; or
o Multiple, severe food allergies including but not limited to:
e Immunoglobulin E and non-immunoglobulin E-mediated allergies,
« Severe food protein induced enterocolitis syndrome
» Eosinophilic disorders
« Impaired absorption of nutrients caused by disorders affecting the
absorptive surface, function, length, and motility of the gastrointestinal
tract.
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MVP Health Care Medical Policy

« Significant enteritis as diagnosed by a pediatric specialist.

Modified Solid Foods are products (flours, breads, pasta etc.) that may be low in
protein or contain modified protein and are required for certain inherited diseases of
amino acid and organic acid metabolism. Medically necessary nutritional bars
(PhenylAde, etc.), for the purpose of coverage under this benefit, will be considered
modified solid foods.

Medical Foods, defined in section 5(b) of the Orphan Drug Act (21 U.S.C. 360ee (b) (3))
are "a food which is formulated to be consumed or administered enterally under the
supervision of a physician and which is intended for the specific dietary management of
a disease or condition for which distinctive nutritional requirements, based on
recognized scientific principles, are established by medical evaluation.”. In general, to be
considered a medical food, a product must, at a minimum, meet the following

criteria: the product must be a food for oral or tube feeding; the product must be
labeled for the dietary management of a specific medical disorder, disease, or condition
for which there are distinctive nutritional requirements; and the product must be
intended to be used under medical supervision.

Indications/Criteria

o Medical necessity must be documented in the medical record and available upon
request

e Must be a written order by a participating provider legally authorized to prescribe
under Title VIII of the Education Law of the State of New York

e The disease or condition must require distinctive nutritional requirements, based
on recognized scientific principles which are published in national guidelines or
other nationally recognized standards of care

e Enteral nutrition coverage is limited to enteral formulas formulated specifically to
treat an underlying metabolic disease documented as requiring enteral therapy in
this policy

e Specialized infant formulas, formulas that are used solely to increase caloric
intake and products that are not specifically listed in this policy require prior

authorization

e GERD requires that appropriate drug therapy be ongoing
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MVP Health Care Medical Policy

Infants poorly tolerant to standard formula must have GERD or evidence of blood
in the stool (which would represent significant enteritis) as observed by member’'s
physician with supporting clinical evidence

Infants with respiratory manifestations of multiple food allergies may qualify for
coverage.

Nutritional products that are calorically incomplete (e.g. Duocal) will only be
considered for coverage when used in combination with a covered enteral
formula when no alternatives are available to increase caloric intake

Provider attestation indicating a nutritional consult prior to coverage AND that
adequate nutrition is not possible by dietary adjustment and/or oral supplements

Prescription drug coverage is required

Enteral products must adjudicate through the pharmacy benefits manager at the
point-of-service for all vendors (including but not limited to pharmacies, durable
medical equipment and home care/home infusion providers). Please see ASO

Variation as some groups adjudicate through the medical benefit.

Enteral therapy is subject to the applicable pharmacy copayments and days’
supply per dispensing

Coverage for modified solid foods shall not exceed $2500 for any calendar year

when billed through the medical benefit as DME.

Initial AND continuation approval duration is for up to 12 months

The following formulas do not require prior authorization and will automatically
adjudicate through the pharmacy benefits management system. All other products
require prior authorization to determine medical necessity for all vendors. This list
is subject to change at any time.

ACERFLEX POW
BCAD 1 POW

BCAD 2 POW
CAMINO PRO POW

MSUD 2 POW
MSUD AID POW
MSUD ANALOG POW

PHENYL-FREE POW 1
PHENYL-FREE POW 2
PHENYL-FREE POW 2HP

UCD TRIO POW
WND POW
WND 1 POW

BETTRMLK MSUD COOLER LIQ PHLEXY-10 WND 2 POW
CAMINO PRO15 LIQ MSUD COOLER LIQ 20 PHLEXY-VITS XLEU ANALOG POW
COMPLEX MSD POW JUNIOR MSUD EXP20 PAK PKU 2 POW XLEU MAXAMAD POW

Enteral Therapy New York
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COMPLEX MSD POW VANILLA
COMPLEX MSUD BAR AMINO
AC

COMPLEX MSUD POW
CYCLINEX-1 POW
CYCLINEX-2 POW
GA POW
GADIET POW
GLUTAREX-1 POW
GLUTAREX-2 POW
GLYTACTIN

HCY 1 pPOW
HCY 1 DIET POW
HCY 2 pPOW
HOM 2 POW
HOMINEX-1 POW
HOMINEX-2 POW
I-VALEX-1 POW
I-VALEX-2 POW
KETONEX-1 POW
KETONEX-2 POW
LANAFLEX  PAK
LMD POW
LMD DIET POW
LOPHLEX  POW
LOPHLEXLQ LIQ 20
METHIONAID POW

MSUD EXPRESS PAK

MSUD GEL  PAK

MSUD LOPHLEX LIQ LQ
MSUD MAXAMAD POW
MSUD MAXAMUM POW
OA1 POW

OA 1DIET POW

OA?2 POW
OA2DIET POW

0s?2 POW
PEPTAMEN JR LIQ
PERIFLEX POW ADVANCE
PERIFLEX  POW INFANT
PERIFLEX POW JUNIOR
PERIFLEX LQ LIQ PKU
PERIFLEX LQ LIQ PKU
PFD 1 POW

PFD 2 POW
PHENEX-1 POW
PHENEX-2 POW
PHENYLADE

PHENYLADE POW ESSNTL
PHENYLADE POW MTE
PHENYLADE40 POW
PHENYLADE6O POW
PROMACTIN AA PLUS

PKU 3 POW

PKU COOLER LIQ 15
PKU COOLR 10 LIQ
PKU COOLR 15 LIQ
PKU COOLR 20 LIQ
PKU EXP20 PAK
PKU EXPRESS POW
PKU GEL  PAK

PKU LOPHLEX LIQ LQ 20
PKU TRIO POW
PORTAGEN POW
PROPIMEX-1 POW
PROPIMEX-2 POW
TYR COOLER LIQ
TYR COOLER LIQ 20
TYR EXP20 PAK
TYR EXPRESS PAK
TYRGEL  PAK

TYR LOPHLEX LIQLQ
TYREX-1  POW
TYREX-2  POW
TYROS1 POW
TYROS2 POW
ucb 2 POW

UCD ANAMIX POW JUNIOR

XLEU MAXAMUM POW

XLYS XTRP  POW ANALOG
XLYS-XTRP  POW MAXAMAID
XLYS-XTRP  POW MAXAMUM
XMET ANALOG POW

XMET MAXAMAD POW

XMET MAXAMUM POW
XMTVI ANALOG POW

XMTVI MAXAMD POW

XMTVI MAXAMU POW

XPHE MAXAMAD POW

XPHE MAXAMUM POW
XPHE-XTYR POW ANALOG
XPHE-XTYR POW MAXAMAID
XPTM ANALOG POW

Exclusions/Limitations

o Enteral administration kits when the member does not have a disposable medical

supply rider

o Enteral supplies (including but not limited to enteral feeding kits, pumps and
poles) and/or nursing and home services when the formula is determined to be
not medically necessary.

e MVP shall review all claims retrospectively for services and supplies,
including but not limited to nursing services, per diem charges, pumps,

poles and feeding bags, associated with enteral formulas

e Any enteral, modified solid, or medical foods is not considered medically
necessary for any of the following:

« Use is not based on recognized scientific principles, including but not
limited to, accepted standards of care, will be considered not medically

necessary

Enteral Therapy New York
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o Taken electively (i.e. to replace a missed meal in persons who have normal
Gl functioning)

« Not disease specific, this includes nutritional supplements and herbal or
natural compounds, whether or not a prescription is required (Examples
(not limited to) : UltraClear®, Estrium®, Protrypsin®, glucosamine,
glucosamine/chondroitin, etc.)

e Medical foods that replace or supplement standard drug treatment (i.e.
Limbrel, Fosteum, Nicazel and Perative) for a specific disease or condition

o Patients with a functioning gastrointestinal tract unless medical necessity
criteria are met

o Gluten-free solid foods used for the treatment of celiac disease

e Components of medically prescribed diets (i.e. low residue or diverticular diets)

e Formulas recommended as an alternative food source due to intolerance of
standard formulas, but not as a specific treatment for an underlying disease
process

e Infants with colic without evidence of medical complications

« Thickening agents that do not meet medical necessity criteria

e Enzyme packed cartridges (e.g., Relizorb (Alcresta Pharmaceuticals)) for enzyme
replacement in patients receiving enteral tube feedings are considered
experimental/investigational

Medicare Variation

Enteral nutrition is covered under the Prosthetic Device benefit as per the
Medicare Local Coverage Determination (LCD) for Enteral Nutrition (L38955) and
the LCD-related Policy Article (A58833). Please refer to this guidance for
appropriate coverage.

Coverage of In-line digestive enzyme cartridges (ie. RELIZORB) is considered reasonable
and necessary for the management of Medicare beneficiaries with a diagnosis of
Exocrine Pancreatic Insufficiency (EPI) to maintain weight and strength corresponding
with their overall health status. Please refer to LCD L38955.

Supplemental nutritional therapy including modified solid foods, medical foods,
nutritional supplements, and enteral products administered orally or products that do
not meet the Medicare definition of enteral therapy are not covered under Medicare
Part B or Medicare Part D.

DSNP Variation (for MAP plans ONLY)

Enteral nutrition for DSNP members is covered if it meets criteria outlined in the above
Medicare Variation OR for the following conditions:
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MVP Health Care Medical Policy

e Tube-fed individuals who cannot chew or swallow food and must obtain nutrition
through formula via tube

¢ Individuals with rare inborn metabolic disorders requiring specific medical
formulas to provide essential nutrients not available through any other means.
Coverage of certain inherited disease of amino acid and organic acid metabolism
shall include modified solid food products that are low-protein, or which contain
modified protein

Managed Medicaid Variation

Medications that are a pharmacy benefit are covered and billed to New York State Fee-
For-Service (FFS) program. They are defined as medications that go through a retail or
specialty pharmacy, including self administered injectable products. Pharmacy
medications are subject to FFS’s clinical criteria including (but not limited to) coverage,
quantity limit, step therapy, and prior authorization. Pharmacy benefit information can
be found here: https://www.emedny.org/info/fullform.pdf

ASO Variation

Enteral nutritional formulas will be limited to members who meet the criteria in this
policy and:

1. Must be proven to be an effective treatment for individuals who, without this
nutrition, would suffer from malnourishment, chronic disability, mental
retardation, or death.

2. Treatment of GERD will require co-existing failure to thrive.

*Failure to thrive refers to infants who fail to grow at normal standards for growth
velocity/rate. Thus, it does not include infants and young children with genetic short
stature, constitutional growth delay, prematurity, or intrauterine growth restriction
who have appropriate weight-for-length and normal growth velocity. Failure to
thrive is diagnosed when a child’'s weight for age is below the fifth percentile or
crosses two major percentile lines. It is recommended that the WHO growth charts
be used for infants and toddlers who are less than 2 years old. The CDC growth
charts can still be used for older children. Coverage of enteral nutrition varies by ASO
group. For ASO groups that cover enteral nutrition, coverage may be through the
pharmacy benefit or the medical benefit. Group-specific coverage can be
determined by using the MVP Benefit Check List reference documents.

References
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PPO OOP Prior Auth

POS in Plan Prior Auth

POS OOP Prior Auth

Essential Plan Prior Auth

MVP Medicaid Managed Care Pharmacy benefit carved out to Medicaid FFS, Medical benefit Prior

Authorization
MVP Child Health Plus
MVP Harmonious Health Care Plan Pharmacy benefit carved out to Medicaid FFS, Medical benefit Prior
Authorization

MVP Medicare Gold Giveback Refer to the MVP website for the Medicare Part B and Part D
policies.

MVP Medicare Preferred Gold HMO POS Refer to the MVP website for the Medicare Part B and Part D
policies.

MVP Medicare Secure HMO POS Refer to the MVP website for the Medicare Part B and Part D
policies.

MVP Medicare Secure Plus HMO POS Refer to the MVP website for the Medicare Part B and Part D
policies.

MVP Medicare WellSelect PPO Refer to the MVP website for the Medicare Part B and Part D
policies.

MVP Medicare WellSelect Plus PPO Refer to the MVP website for the Medicare Part B and Part D
policies.

MVP Medicare Patriot Plan PPO Refer to the MVP website for the Medicare Part B and Part D
policies.

MVP DualAccess D-SNP HMO Refer to the MVP website for the Medicare Part B and Part D
policies.

MVP DualAccess Complete D-SNP HMO Refer to the MVP website for the Medicare Part B and Part D
policies.

MVP DualAccess Plus D-SNP HMO Refer to the MVP website for the Medicare Part B and Part D
policies.

UVM Health Advantage Select PPO Refer to the MVP website for the Medicare Part B and Part D
policies.

UVM Health Advantage Secure PPO Refer to the MVP website for the Medicare Part B and Part D
policies.

UVM Health Advantage Preferred PPO Refer to the MVP website for the Medicare Part B and Part D
policies.

Healthy NY Prior Auth

MVP Premier Prior Auth

MVP Premier Plus Prior Auth

MVP Premier Plus HDHP Prior Auth

MVP Secure Prior Auth

MVP EPO Prior Auth

MVP EPO HDHP Prior Auth

MVP PPO Prior Auth

MVP PPO HDHP Prior Auth

Student Health Plans Prior Auth

ASO See SPD

Vermont Products

POS in Plan N/A

POS OOP N/A

MVP Medicare Preferred Gold HMO POS Refer to the MVP website for the Medicare Part B and Part D

MVP Medicare Secure Plus HMO POS Refer to the MVP website for the Medicare Part B and Part D

UVM Health Advantage Select PPO Refer to the MVP website for the Medicare Part B and Part D

UVM Health Advantage Secure PPO Refer to the MVP website for the Medicare Part B and Part D

UVM Health Advantage Preferred PPO Refer to the MVP website for the Medicare Part B and Part D

MVP VT HMO N/A

MVP VT Plus HMO N/A

MVP VT HDHP HMO N/A

MVP VT Plus HDHP HMO N/A

MVP Secure Prior Auth

ASO See SPD

4 Note: Prior authorization requirements for HDHP products are the same as the base product (e.g. HDHP

HMO auth requirements are the same as listed for HMO).

Enteral Therapy New York
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© 2024 MVP Health Plan, Inc. All rights reserved. Descriptions contained within MVP's Medical Policies are not a
guarantee of coverage. Each MVP Group or Subscriber Contract contains specific limitations, exclusions and
requirements that may affect a Policy. If there is any discrepancy between your Group or Subscriber Contract and a
Policy, your Group or Subscriber Contract shall in all cases govern.

*Medical Management Requirements

Prior Auth Prior Authorization Required

Potential for Retrospective Review No Prior Authorization Required. May be subject to Retrospective Review.
Retro Review Retrospective Review Required

Not Covered Service is not a covered benefit.

See SPD See Specific Plan Design
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Medicare Part B: Enteral Therapy
(enteral, modified solid foods and medical foods)

Type of Policy: Drug Therapy
Prior Approval Date: 11/01/2023
Approval Date: 10/01/2024
Effective Date: 12/01/2024

Related Policies: Medicare Part B Drug Therapy

Medicare Part B vs. Part D Determination

Overview/Summary of Evidence

Enteral nutrition is a form of nutrition that is delivered into the digestive system as a
liquid. Enteral nutrition may be provided orally or through a feeding tube. Enteral
products may be liquids or powders that are reconstituted to a liquid form.

Indications/Criteria

e Enteral nutrition is covered under the Prosthetic Device benefit as per the
Medicare Local Coverage Determination (LCD) for Enteral Nutrition (L38955) and
the LCD-related Policy Article (A58833). Please refer to this guidance for
appropriate coverage.

e Coverage of In-line digestive enzyme cartridges (ie. RELIZORB) is considered
reasonable and necessary for the management of Medicare beneficiaries with a
diagnosis of Exocrine Pancreatic Insufficiency (EPI) to maintain weight and
strength corresponding with their overall health status. Please refer to LCD
L38955.

e Supplemental nutritional therapy including modified solid foods, medical
foods, nutritional supplements, and enteral products administered orally or
products that do not meet the Medicare definition of enteral therapy are not
covered under Medicare Part B or Medicare Part D.

DSNP Variation (for MAP plans ONLY):

Enteral nutrition for DSNP members is covered if it meets criteria outlined in the above
Medicare Variation OR for the following conditions:
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Tube-fed individuals who cannot chew or swallow food and must obtain nutrition
through formula via tube

Individuals with rare inborn metabolic disorders requiring specific medical
formulas to provide essential nutrients not available through any other means.
Coverage of certain inherited disease of amino acid and organic acid metabolism
shall include modified solid food products that are low-protein, or which contain
modified protein
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e Any enteral, modified solid or medical foods whose use is not based on
recognized scientific principles, including but not limited to, accepted standards
of care, will be considered not medically necessary.

e Any enteral, modified solid or medical foods taken electively (i.e. to replace a
missed meal in persons who have normal Gl functioning) will be considered not
medically necessary.

e Enteral nutrition is not covered for patients with a functioning gastrointestinal
tract except when medical necessity criteria is met.

e Adequate nutrition must not be possible by dietary adjustment.

e Gluten-free solid foods used for the treatment of celiac disease do not meet
coverage criteria.

o Components of medically prescribed diets (i.e. low residue or diverticular diets)
do not meet coverage criteria.

e Formulas recommended as an alternative food source due to intolerance of
standard formulas, but not as a specific treatment for an underlying disease
process.

e Medical foods that replace or supplement standard drug treatment (i.e. Limbrel,
Fosteum, Nicazel and Perative) for a specific disease or condition are not covered.

o Enteral supplies (including but not limited to enteral feeding kits, pumps and
poles) and/or nursing and home services when the formula is determined to be
not medically necessary. MVP shall review all claims retrospectively for services
and supplies, including but not limited to nursing services, per diem charges,
pumps, poles and feeding bags, associated with enteral formulas.

» Thickening agents that do not meet medical necessity criteria described above.

Medicare Variation

Enteral nutrition is covered under the prosthetic device benefit as per the
Medicare Local Coverage Determination (LCD) for Enteral Nutrition (L38955) and
the LCD-related Policy Article A58833. Please refer to this guidance for
appropriate coverage.
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Enteral Therapy Vermont
(enteral, modified solid foods and medical foods)

Type of Policy: Medical Therapy
Prior Approval Date: 10/01/2023
Approval Date: 10/01/2024
Effective Date: 01/01/2025

Related Policies: Enteral Therapy New York

Codes May Require Prior Authorization (covered under the medical benefit)

Enteral formula: B4100, B4102, B4103, B4104, B4149, B4150, B4152, B4153, B4154,
B4155, B4157, B4158, B4159, B4160, B4161, B4162, Various NDC/UPC numbers

Medical foods (modified solid foods) for inborn errors of metabolism: S9435

Overview

The Vermont statute covering the treatment of inherited metabolic disease mandates
that infants born in the state are tested for certain diseases and conditions for which
early identification and treatment will prevent severe disability or death, and, for those
affected, to assure timely initiation of treatment services.

The Vermont state mandate defines medical foods and low protein modified food
products as follows:

e Medical Food - an amino acid modified preparation that is intended to be under
the direction of a physician for the dietary treatment of inherited metabolic
diseases, this includes enteral formulas; and

o Low Protein Modified Solid Food product - a food product specially
formulated to have less than one gram of protein per serving and is intended to
be used under the direction of a physician for the dietary treatment of a
metabolic disease, e.g. low protein modified pasta
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Indications/Criteria

Medical diagnosis to support the request of an enteral formula or low protein
food

Indication of impaired absorption of nutrients or to replace or supplement a
regular diet in the management of inherited metabolic diseases/ inborn errors of
metabolism

Medical necessity must be documented in the medical record and available upon
request

Provider attestation indicating a nutritional consult prior to coverage AND that
adequate nutrition is not possible by dietary adjustment and/or oral supplements

Nutritional products that are calorically incomplete (e.g. Duocal) will only be
considered for coverage when used in combination with a covered enteral
formula when no alternatives are available to increase caloric intake

Enteral products must adjudicate through the pharmacy benefits manager at the
point-of-service including but not limited to pharmacies, durable medical
equipment and home care/home infusion providers

Medical foods and low protein modified solid food products for home use are
covered for Vermont groups for diseases caused by an inherited abnormality of
body chemistry for which the state of Vermont screens newborn infants

Coverage is dependent on the specific member benefit

Initial AND continuation approval duration is for up to12 months

Diseases screened for by the State of Vermont:

3-Methylcrotonyl-CoA carboxylase deficiency (3MCCQC)
3-OH 3-CH3 glutaric aciduria (HMG)
Argininosuccinic acidemia (ASA)
Beta-ketothiolase deficiency (BKT)
Biotinidase deficiency (BIOT)

Carnitine uptake defect (CUD)
Citrullinemia (CIT)

Congenital adrenal hyperplasia (CAH)
Congenital hypothyroidism (CH)

Critical congenital heart disease (CCHD)
Cystic fibrosis (CF)
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Galactosemia (Classical) (GALT)

Glutaric acidemia type | (GA 1)

Hb S/Beta-thalassemia (Hb S/BTh)

Hb S/C disease (Hb S/C)

Hearing

Holocarboxylase synthetase deficiency (MCD or multiple carboxylase deficiency)
Homocystinuria (HCY)

Isovaleric acidemia (IVA)

Long-chain L-3-OH acyl-CoA dehydrogenase deficiency (LCHAD)
Maple syrup urine disease (MSUD)

Medium-chain acyl-CoA dehydrogenase deficiency (MCAD)
Methylmalonic acidemia (Cbl A, B)

Methylmalonic acidemia (mutase deficiency) (MUT)
Mucopolysaccharidosis Type | (MPS 1)

Phenylketonuria (PKU)

Pompe Disease

Propionic acidemia (PROP)

Severe combined immunodeficiency (SCID)

Sickle cell anemia (Hb SS disease) (SS)

Spinal Muscular Atrophy (SMA)

Trifunctional protein deficiency (TFP)

Tyrosinemia type | (TYR I)

Very long-chain acyl-CoA dehydrogenase deficiency (VLCAD).
X-linked adrenoleukodystrophy (X-ALD)

The following formulas do not require prior authorization and will automatically
adjudicate through the pharmacy benefits management system. All other products
require prior authorization to determine medical necessity for all vendors. This list
is subject to change at any time.

ACERFLEX POW
BCAD 1 POW

BCAD 2 POW
CAMINO PRO POW
BETTRMLK

CAMINO PRO15 LIQ
COMPLEX MSD POW JUNIOR

COMPLEX MSD POW VANILLA
COMPLEX MSUD BAR AMINO
AC

COMPLEX MSUD POW
CYCLINEX-1 POW
CYCLINEX-2 POW

Enteral Therapy Vermont

MSUD 2 POW
MSUD AID POW
MSUD ANALOG POW

MSUD COOLER LIQ
MSUD COOLER LIQ 20
MSUD EXP20 PAK
MSUD EXPRESS PAK

MSUD GEL  PAK
MSUD LOPHLEX LIQ LQ
MSUD MAXAMAD POW
MSUD MAXAMUM POW

PHENYL-FREE POW 1
PHENYL-FREE POW 2
PHENYL-FREE POW 2HP

PHLEXY-10
PHLEXY-VITS
PKU 2 POW
PKU 3 POW

PKU COOLER LIQ 15
PKU COOLR 10 LIQ
PKU COOLR 15 LIQ
PKU COOLR 20 LIQ

UCDTRIO POW
WND POW
WND 1 POW

WND 2 POW

XLEU ANALOG POW
XLEU MAXAMAD POW
XLEU MAXAMUM POW

XLYS XTRP  POW ANALOG
XLYS-XTRP  POW MAXAMAID
XLYS-XTRP  POW MAXAMUM
XMET ANALOG POW
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GA POW
GADIET POW
GLUTAREX-1 POW
GLUTAREX-2 POW
GLYTACTIN

HCY 1 POW
HCY 1 DIET POW
HCY 2 POW
HOM 2 POW
HOMINEX-1 POW
HOMINEX-2 POW

OA 1 POW

OA 1 DIET POW

OA?2 POW
OA2DIET POW

0Ss2 POW
PEPTAMEN JR LIQ
PERIFLEX POW ADVANCE
PERIFLEX POW INFANT
PERIFLEX POW JUNIOR
PERIFLEX LQ LIQ PKU
PERIFLEX LQ LIQ PKU

PKU EXP20 PAK
PKU EXPRESS POW
PKU GEL  PAK
PKU LOPHLEX LIQ LQ 20
PKU TRIO  POW
PORTAGEN POW
PROPIMEX-1 POW
PROPIMEX-2 POW
TYR COOLER LIQ
TYR COOLER LIQ 20
TYREXP20 PAK

XMET MAXAMAD POW
XMET MAXAMUM POW
XMTVI ANALOG POW
XMTVI MAXAMD POW
XMTVI MAXAMU POW
XPHE MAXAMAD POW
XPHE MAXAMUM POW
XPHE-XTYR POW ANALOG

XPHE-XTYR POW MAXAMAID

XPTM ANALOG POW

[-VALEX-1 POW PFD 1 POW TYR EXPRESS PAK
I-VALEX-2 POW PFD 2 POW TYRGEL  PAK
KETONEX-1 POW PHENEX-1 POW TYR LOPHLEX LIQ LQ
KETONEX-2 POW PHENEX-2 POW TYREX-1  POW
LANAFLEX  PAK PHENYLADE TYREX-2 POW
LMD POW PHENYLADE POW ESSNTL TYROS1 POW
LMD DIET POW PHENYLADE POW MTE TYROS2 POW
LOPHLEX  POW PHENYLADE40 POW UCh 2 POW

PHENYLADE6O POW
PROMACTIN AA PLUS

LOPHLEXLQ LIQ 20 UCD ANAMIX POW JUNIOR

METHIONAID POW

Exclusions/Limitations

e A prescription drug rider is not required for Vermont plans for enteral formula,
modified solid foods, or medical foods that meet the medical criteria
e For Vermont Large Group plans, disposable supply kits are not covered unless
the member has a disposable medical supply rider
« Enteral supplies (including but not limited to enteral feeding kits, pumps and
poles) and/or nursing and home services when the formula is determined to be
not medically necessary
e MVP shall review all claims retrospectively for services and supplies,
including but not limited to nursing services, per diem charges, pumps,
poles and feeding bags, associated with enteral formulas

e Any enteral, modified solid, or medical foods is not considered medically
necessary for any of the following:

o Use is not based on recognized scientific principles, including but not
limited to, accepted standards of care, will be considered not medically
necessary

o Taken electively (i.e. to replace a missed meal in persons who have normal
Gl functioning)

Enteral Therapy Vermont Page 4 of 8



MVP Health Care Medical Policy

« Not disease specific, this includes nutritional supplements and herbal or
natural compounds, whether or not a prescription is required (Examples
(not limited to) : UltraClear®, Estrium®, Protrypsin®, glucosamine,
glucosamine/chondroitin, etc.)

e Medical foods that replace or supplement standard drug treatment (i.e.
Limbrel, Fosteum, Nicazel and Perative) for a specific disease or condition

o Patients with a functioning gastrointestinal tract unless medical necessity
criteria are met

o Gluten-free solid foods used for the treatment of celiac disease

o Components of medically prescribed diets (i.e. low residue or diverticular diets)

o Formulas recommended as an alternative food source due to intolerance of
standard formulas, but not as a specific treatment for an underlying disease
process

« Infants with colic without evidence of medical complications

« Thickening agents that do not meet medical necessity criteria

e Enzyme packed cartridges (e.g., Relizorb (Alcresta Pharmaceuticals)) for enzyme
replacement in patients receiving enteral tube feedings are considered
experimental/investigational

Initial AND continuation approval duration is for up to 12 months

Medicare Variation

Enteral nutrition is covered under the Prosthetic Device benefit as per the
Medicare Local Coverage Determination (LCD) for Enteral Nutrition (L38955) and
the LCD-related Policy Article (A58833). Please refer to this guidance for
appropriate coverage.

Coverage of In-line digestive enzyme cartridges (ie. RELIZORB) is considered reasonable
and necessary for the management of Medicare beneficiaries with a diagnosis of
Exocrine Pancreatic Insufficiency (EPI) to maintain weight and strength corresponding
with their overall health status. Please refer to LCD L38955.

Supplemental nutritional therapy including modified solid foods, medical foods,
nutritional supplements, and enteral products administered orally or products that do
not meet the Medicare definition of enteral therapy are not covered under Medicare
Part B or Medicare Part D.
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Member Product Medical Management Requirements*

New York Products

HMO Prior Auth

PPO in Plan Prior Auth

PPO OOP Prior Auth

POS in Plan Prior Auth

POS OOP Prior Auth

Essential Plan Prior Auth

MVP Medicaid Managed Care Pharmacy benefit carved out to Medicaid FFS, Medical benefit Prior

Authorization
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MVP Child Health Plus

Prior Auth

MVP Harmonious Health Care Plan

Pharmacy benefit carved out to Medicaid FFS, Medical benefit Prior

Authorization

MVP Medicare Gold Giveback

Refer to the MVP website for the Medicare Part B and Part D

policies.

MVP Medicare Preferred Gold HMO POS Refer to the MVP website for the Medicare Part B and Part D
policies.

MVP Medicare Secure HMO POS Refer to the MVP website for the Medicare Part B and Part D
policies.

MVP Medicare Secure Plus HMO POS Refer to the MVP website for the Medicare Part B and Part D
policies.

MVP Medicare WellSelect PPO Refer to the MVP website for the Medicare Part B and Part D
policies.

MVP Medicare WellSelect Plus PPO Refer to the MVP website for the Medicare Part B and Part D
policies.

MVP Medicare Patriot Plan PPO Refer to the MVP website for the Medicare Part B and Part D
policies.

MVP DualAccess D-SNP HMO Refer to the MVP website for the Medicare Part B and Part D
policies.

MVP DualAccess Complete D-SNP HMO Refer to the MVP website for the Medicare Part B and Part D
policies.

MVP DualAccess Plus D-SNP HMO Refer to the MVP website for the Medicare Part B and Part D
policies.

UVM Health Advantage Select PPO Refer to the MVP website for the Medicare Part B and Part D
policies.

UVM Health Advantage Secure PPO Refer to the MVP website for the Medicare Part B and Part D
policies.

UVM Health Advantage Preferred PPO Refer to the MVP website for the Medicare Part B and Part D
policies.

Healthy NY Prior Auth

MVP Premier Prior Auth

MVP Premier Plus Prior Auth

MVP Premier Plus HDHP Prior Auth

MVP Secure Prior Auth

MVP EPO Prior Auth

MVP EPO HDHP Prior Auth

MVP PPO Prior Auth

MVP PPO HDHP Prior Auth

Student Health Plans Prior Auth

ASO See SPD

Vermont Products

POS in Plan N/A

POS OOP N/A

MVP Medicare Preferred Gold HMO POS

Refer to the MVP website for the Medicare Part B and Part D

MVP Medicare Secure Plus HMO POS

Refer to the MVP website for the Medicare Part B and Part D

UVM Health Advantage Select PPO

Refer to the MVP website for the Medicare Part B and Part D

UVM Health Advantage Secure PPO

Refer to the MVP website for the Medicare Part B and Part D

UVM Health Advantage Preferred PPO

Refer to the MVP website for the Medicare Part B and Part D

MVP VT HMO N/A
MVP VT Plus HMO N/A
MVP VT HDHP HMO N/A
MVP VT Plus HDHP HMO N/A
MVP Secure Prior Auth
ASO See SPD

4 Note: Prior authorization requirements for HDHP products are the same as the base product (e.g. HDHP
HMO auth requirements are the same as listed for HMO).

© 2024 MVP Health Plan, Inc. All rights reserved. Descriptions contained within MVP's Medical Policies are not a
guarantee of coverage. Each MVP Group or Subscriber Contract contains specific limitations, exclusions and
requirements that may affect a Policy. If there is any discrepancy between your Group or Subscriber Contract and a
Policy, your Group or Subscriber Contract shall in all cases govern.

*Medical Management Requirements
Prior Auth

Enteral Therapy Vermont

Prior Authorization Required
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Potential for Retrospective Review
Retro Review

Not Covered

See SPD

Enteral Therapy Vermont

No Prior Authorization Required. May be subject to Retrospective Review.

Retrospective Review Required
Service is not a covered benefit.
See Specific Plan Design
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Erythropoiesis Stimulating Agents (ESAs)

Type of Policy: Drug Therapy
Prior Approval Date: 10/01/2023
Approval Date: 10/01/2024
Effective Date: 01/01/2025

Related Policies: NA

Codes Subject to Retrospective Review

Q5106 — Injection, epoetin alfa, biosimilar,(for non-esrd use), 1000 units Retacrit®
(epoetin alfa-epbx)

J0885 — Injection, epoetin alfa, (for non-esrd use), 1000 units Epogen/Procrit® (epoetin
alfa)

J0881- Injection, darbepoetin alfa, (for non-esrd use), 1000 units Aranesp

Refer to the MVP website for the prescription drug formulary for drugs that may be
covered under the pharmacy benefit.

Refer to the MVP website for the Medicare Part D formulary for drugs that may be
covered under the Part D benefit.

Overview

Erythropoietin (EPO) is a glycoprotein that regulates the production of red blood cells
by stimulating the division and differentiation of committed erythroid progenitor cells in
the bone marrow. Epoetin alfa has the same biological activity as native EPO.

Dosing Limits

A. Retacrit:
Max Units (per dose and over time) [Medical Benefit]:
e MDS and MPN: 120 billable units every 7 days

e Surgery patients: 600 billable units every 15 days

Erythropoiesis Stimulating Agents
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e All other indications: 60 billable units every 7 days
B. Epogen/Procrit:

Max Units (per dose and over time) [Medical Benefit]:

e MDS and MPN: 120 billable units every 7 days

e Surgery patients: 600 billable units every 15 days

e All other indications: 60 billable units every 7 days
C. Aranesp:

Max Units (per dose and over time) [Medical Benefit]:

e MDS and MPN: 120 billable units every 7 days

e Surgery patients: 600 billable units every 15 days

e All other indications: 60 billable units every 7 days

Indications/Criteria

e Lab values are obtained within 30 days of the date of administration (unless otherwise
indicated); AND

e Prior to initiation of therapy, patient should have adequate iron stores as demonstrated
by serum ferritin > 100 ng/mL (mcg/L) and transferrin saturation (TSAT) > 20%*; AND

¢ |Initiation of therapy Hemoglobin (Hb) < 10 g/dL and/or Hematocrit (Hct) < 30% (unless
otherwise specified); AND

e Other causes of anemia (e.g. hemolysis, bleeding, vitamin deficiency, etc.) have been
ruled out; AND

e Covered for the following indications:

Anemia secondary to myelodysplastic syndrome (MDS)
Treatment of lower risk disease associated with symptomatic anemia; AND
Endogenous serum erythropoietin level of < 500 mUnits/mL
Anemia secondary to Myeloproliferative Neoplasms (MPN) - Myelofibrosis
Endogenous serum erythropoietin level of < 500 mUnits/mL
Anemia secondary to Hepatitis C treatment

e Patient is receiving interferon AND ribavirin

Erythropoiesis Stimulating Agents Page 2 of 9
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Anemia secondary to rheumatoid arthritis

Anemia secondary to chemotherapy treatment

Patient is receiving concurrent myelosuppressive chemotherapy; AND

Patient’'s chemotherapy is not intended to cure their disease (i.e., palliative treatment);
AND

There are a minimum of two additional months of planned chemotherapy

Anemia secondary to chronic kidney disease (non-dialysis patients)

Anemia secondary to zidovudine treated, HIV-infected patients

Endogenous serum erythropoietin level of < 500 mUnits/mL; AND

Patient is receiving zidovudine administered at < 4200 mg/week

Reduction of allogeneic blood transfusions in elective, non-cardiac, non-vascular
surgery

Hemoglobin (Hb) between 10 g/dL and 13 g/dL and/or Hematocrit (Hct) between 30%
and 39%; AND

Surgery must be elective, non-cardiac and non-vascular

Anemia of Prematurity

Used in combination with iron supplementation

lll. Renewal Criteria
Coverage can be renewed based upon the following criteria:

e Last dose less than 60 days ago; AND
e Disease response; AND

e Absence of unacceptable toxicity from the drug. Examples of unacceptable
toxicity include the following: severe cardiovascular events (stroke, myocardial
infarction, thromboembolism, uncontrolled hypertension), tumor progression or
recurrence in patients with cancer, seizures, pure red cell aplasia, severe
cutaneous reactions (erythema multiforme, Stevens-Johnson syndrome/toxic
epidermal necrolysis), “gasping syndrome” (central nervous system depression,
metabolic acidosis, gasping respirations) due to benzyl alcohol preservative, etc,;
AND

e Lab values are obtained within 30 days of the date of administration (unless
otherwise indicated); AND

Erythropoiesis Stimulating Agents Page 3 of 9



MVP Health Care Medical Policy

e Adequate iron stores as demonstrated by serum ferritin > 100 ng/mL (mcg/L)
and transferrin saturation (TSAT) > 20% measured within the previous 3 months¥*;
AND

e Other causes of anemia (e.g. hemolysis, bleeding, vitamin deficiency, etc.) have
been ruled out; AND

Anemia secondary to myelodysplastic syndrome (MDS):

e Hemoglobin (Hb) <12 g/dL and/or Hematocrit (Hct) <36%

Anemia secondary to myeloproliferative neoplasms (MF, post-PV myelofibrosis,
post-ET myelofibrosis)

¢ Hemoglobin (Hb) <10 g/dL and/or Hematocrit (Hct) <30%

Reduction of allogeneic blood transfusions in elective, non-cardiac, non-

vascular surgery

e Hemoglobin(Hb) between 10 g/dL and 13 g/dL and/or Hematocrit(Hct) between
30% and 39%

Anemia secondary to chemotherapy treatment

e Hemoglobin (Hb) <10 g/dL and/or Hematocrit (Hct) < 30%; AND
e Patient is receiving concurrent myelosuppressive chemotherapy; AND

e There are a minimum of two additional months of planned chemotherapy
Anemia secondary to zidovudine treated, HIV-infected patients:

e Hemoglobin (Hb)< 12 g/dL and/or Hematocrit (Hct) < 36%; AND

e Patient is receiving zidovudine administered at < 4200 mg/week
Anemia secondary to Hepatitis C treatment:

« Hemoglobin (Hb) < 11 g/dL and/or Hematocrit (Hct) < 33%; AND

« Patient must be receiving interferon AND ribavirin
Anemia secondary to chronic kidney disease:
« Pediatric patients: Hemoglobin (Hb) < 12 g/dL and/or Hematocrit (Hct) < 36%

e Adults: Hemoglobin (Hb) < 11 g/dL and/or Hematocrit (Hct) < 33%
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All other indications:

e Hemoglobin (Hb) < 11 g/dL and/or Hematocrit (Hct) < 33%

* Intravenous iron supplementation may be taken into account when evaluating iron status

IV. Dosage/Administration

Indication

Anemia due to
CKD — non-dialysis

Dose

Adults: 50-100 units/kg intravenously or subcutaneously three

times weekly

Pediatric patients (1 month or older): 50 units/kg intravenously or
subcutaneously three times weekly

Anemia due to HIV

on zidovudine

100 units/kg three times weekly
May titrate up to 300 units/kg

Anemia due to
chemotherapy

Adults: 150 units/kg intravenously or subcutaneously three times
weekly or 40,000 units once weekly

o May titrate up to 300 units/kg three times weekly or 60,000
units once weekly

Pediatric patients (5-18 years): 600 units/kg intravenously or
subcutaneously once weekly

o May titrate up to 900 units/kg once weekly

Perioperative use

300 units/kg/day subcutaneously for 10 days before surgery, on
the day of surgery, and for 4 days after surgery (15 days total)
600 units/kg/dose subcutaneously on days 21, 14, and 7 before
surgery plus 1 dose on the day of surgery (4 total doses)

Anemia due to
HCV

40,000 units intravenously or subcutaneously once weekly

May titrate up to 60,000 units weekly

Anemia due to
MDS/MPN

150-300 units/kg intravenously or subcutaneously three times
weekly

40,000 to 60,000 units once to twice weekly
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All other Dosing varies; generally up to 150 units/kg intravenously or

indications subcutaneously three times weekly
- ____________________________________________________________________|

Most commonly 40,000 units weekly

initiated dose

References
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Compendium®) Myeloproliferative Neoplasms Version 2.2018. National Comprehensive
Cancer Network, 2017. The NCCN Compendium® is a derivative work of the NCCN
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Member Product Medical Management Requirements*
New York Products
HMO Potential for Retrospective Review
PPO in Plan Potential for Retrospective Review
PPO OOP Potential for Retrospective Review
POS in Plan Potential for Retrospective Review
POS OOP Potential for Retrospective Review
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Essential Plan

Potential for Retrospective Review

MVP Medicaid Managed Care

Pharmacy benefit carved out to Medicaid FFS, Medical benefit
Potential for Retrospective Review

MVP Child Health Plus

MVP Harmonious Health Care Plan

Pharmacy benefit carved out to Medicaid FFS, Medical benefit
Potential for Retrospective Review

MVP Medicare Gold Giveback

Refer to the MVP website for the Medicare Part B and Part D

policies.

MVP Medicare Preferred Gold HMO POS Refer to the MVP website for the Medicare Part B and Part D
policies.

MVP Medicare Secure HMO POS Refer to the MVP website for the Medicare Part B and Part D
policies.

MVP Medicare Secure Plus HMO POS Refer to the MVP website for the Medicare Part B and Part D
policies.

MVP Medicare WellSelect PPO Refer to the MVP website for the Medicare Part B and Part D
policies.

MVP Medicare WellSelect Plus PPO Refer to the MVP website for the Medicare Part B and Part D
policies.

MVP Medicare Patriot Plan PPO Refer to the MVP website for the Medicare Part B and Part D
policies.

MVP DualAccess D-SNP HMO Refer to the MVP website for the Medicare Part B and Part D
policies.

MVP DualAccess Complete D-SNP HMO Refer to the MVP website for the Medicare Part B and Part D
policies.

MVP DualAccess Plus D-SNP HMO Refer to the MVP website for the Medicare Part B and Part D
policies.

UVM Health Advantage Select PPO Refer to the MVP website for the Medicare Part B and Part D
policies.

UVM Health Advantage Secure PPO Refer to the MVP website for the Medicare Part B and Part D
policies.

UVM Health Advantage Preferred PPO Refer to the MVP website for the Medicare Part B and Part D
policies.

Healthy NY Potential for Retrospective Review

MVP Premier Potential for Retrospective Review

MVP Premier Plus

Potential for Retrospective Review

MVP Premier Plus HDHP

Potential for Retrospective Review

MVP Secure Potential for Retrospective Review
MVP EPO Potential for Retrospective Review
MVP EPO HDHP Potential for Retrospective Review
MVP PPO Potential for Retrospective Review

MVP PPO HDHP

Potential for Retrospective Review

Student Health Plans

Potential for Retrospective Review

ASO See SPD

Vermont Products

POS in Plan Potential for Retrospective Review
POS OOP Potential for Retrospective Review

MVP Medicare Preferred Gold HMO POS

Refer to the MVP website for the Medicare Part B and Part D

MVP Medicare Secure Plus HMO POS

Refer to the MVP website for the Medicare Part B and Part D

UVM Health Advantage Select PPO

Refer to the MVP website for the Medicare Part B and Part D

UVM Health Advantage Secure PPO

Refer to the MVP website for the Medicare Part B and Part D

UVM Health Advantage Preferred PPO

Refer to the MVP website for the Medicare Part B and Part D

MVP VT HMO

Potential for Retrospective Review

MVP VT Plus HMO

Potential for Retrospective Review

MVP VT HDHP HMO

Potential for Retrospective Review

MVP VT Plus HDHP HMO

Potential for Retrospective Review

MVP Secure

Potential for Retrospective Review

ASO

See SPD

4 Note: Prior authorization requirements for HDHP products are the same as the base product (e.g. HDHP
HMO auth requirements are the same as listed for HMO).

Erythropoiesis Stimulating Agents
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© 2024 MVP Health Plan, Inc. All rights reserved. Descriptions contained within MVP's Medical Policies are not a
guarantee of coverage. Each MVP Group or Subscriber Contract contains specific limitations, exclusions and
requirements that may affect a Policy. If there is any discrepancy between your Group or Subscriber Contract and a
Policy, your Group or Subscriber Contract shall in all cases govern.

*Medical Management Requirements

Prior Auth Prior Authorization Required

Potential for Retrospective Review No Prior Authorization Required. May be subject to Retrospective Review.
Retro Review Retrospective Review Required

Not Covered Service is not a covered benefit.

See SPD See Specific Plan Design
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Guselkumab

Type of Policy: Drug Therapy
Prior Approval Date: 10/01/2024
Approval Date: 06/01/2025
Effective Date: 08/01/2025
Related Policies: Adalimumab
Apremilast
Etanercept
Infliximab

Risankizumab
Secukinumab
Tofacitinib
Upadacitinib
Ustekinumab

Zeposia

Refer to the MVP Medicare website for the Medicare Part D formulary and Part D
policies.

Drugs Requiring Prior Authorization under the medical benefit
J1628 Tremfya 100MG/ML Solution J1628 Injection, guselkumab

Drugs Requiring Prior Authorization under the pharmacy benefit
Tremfya (guselkumab) One Press Patient-Controlled Injector
Tremfya (guselkumab) Prefilled Syringe
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Overview

Guselkumab is a subcutaneously administered interleukin 23 (IL-23) blocker approved
for the treatment of adults with moderate-to-severe plaque psoriasis who are
candidates for systemic therapy or phototherapy and for treating psoriatic arthritis (PsA).

Members should be screened for immunologic and infectious disease prior to initiating
therapy.

Medicaid Variation: Medications that are a pharmacy benefit are covered and billed to
New York State Fee-For-Service (FFS) program. They are defined as medications that go
through a retail or specialty pharmacy, including self-administered injectable products.
Pharmacy medications are subject to FFS's clinical criteria including (but not limited to)
coverage, quantity limit, step therapy, and prior authorization. Pharmacy benefit
information can be found here: https://www.emedny.org/info/fullform.pdf

Indications/Criteria

A. For all indications, the following criteria must be met in addition to the
specific diagnosis criteria below.

e Prescription drugs covered under the pharmacy benefit must be self-
administered. If office administration is being requested documentation must
be provided identifying why the member or caregiver is unable to administer
the medication

Must be ordered by or with consult from an appropriate specialist:
rheumatologist, immunologist, dermatologist, gastroenterologist, or
colorectal surgeon

e Must be prescribed for an FDA approved indication

B. Plaque Psoriasis
Guselkumab may be considered for coverage for Plaque Psoriasis when the
following criteria is met:

e The medication is ordered by or in consultation with a dermatologist
e A diagnosis of moderate to severe chronic plaque psoriasis and one of the
following:
o Crucial body areas (e.g. hands, feet, face, neck, scalp, genitals/groin,
intertriginous areas) are affected OR
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o At least 10% of the body surface area (BSA) is affected OR
o At least 3% of the body surface area (BSA) is affected AND the member
meets any of the following criteria:
= Member has had an inadequate response or intolerance to either
phototherapy (e.g. UVB, PUVA) OR
= Member has had an inadequate response or intolerance to
pharmacologic treatment with methotrexate, cyclosporine, or
acitretin

Initial approval duration will be 12 months

Extension requests will be approved for up to 3 years if the member has a
continued benefit to therapy. Extension requests where the guselkumab did not
have the full desired effect or considered a clinical failure will require clinical
rationale for continuing.

C. Psoriatic Arthritis (PsA)

Guselkumab may be considered for coverage for PsA when the following criteria
is met:
e Member has a diagnosis of moderate to severe psoriatic arthritis as
indicated by three or more tender joints AND three or more swollen joints
on two separate occasions at least one month apart AND

e Chart notes are provided documenting a failure of at least one NSAID at
maximum tolerated dose unless the member has contraindications to
NSAID therapy such as cardiovascular disease, peptic ulcer disease or renal
disease AND

e Chart notes documenting a failure to an adequate trial of at least one of
the following nonbiologic disease modifying anti-rheumatic drugs
(DMARD:s): leflunomide, sulfasalazine, or methotrexate.

o Members with pure axial manifestations do not have to have a
trial of nonbiologic disease modifying anti-rheumatic drugs
(DMARD:)

o If a trial of methotrexate is not appropriate due to alcohol use and
both leflunomide and sulfasalazine are not clinically appropriate,
chart notes must be provided indicating that the member has been
counseled on the need to abstain from alcohol use while taking
methotrexate and is unwilling to abstain from alcohol use.
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Initial approval duration will be 12 months

Extension requests will be approved for up to 3 years if the member has a
continued benefit to therapy. Extension requests where the guselkumab
did not have the full desired effect or considered a clinical failure will
require clinical rationale for continuing.

D. Ulcerative Colitis

Guselkumab may be considered for coverage when the following criteria is met:

e A diagnosis of moderate to severe Ulcerative Colitis

e Chart notes are provided identifying inadequate response, intolerance, or
contraindication to conventional therapy for maintenance of remission (i.e.,
anti-inflammatory aminosalicylates [e.g., mesalamine (5-ASA), sulfasalazine],
6-mercaptopurine, and azathioprine)

o

If conventional therapy is not considered medically appropriate,
documentation must be provided.

Initial approval will be for 6 months.

Extensions requests will be approved up to 12 months if the member has a
continued benefit to therapy. Extension requests where guselkumab does not
have the full desired effect or considered a clinical failure will require clinical
rationale for continuing.

E. Crohn’'s Disease

Guselkumab may be considered for coverage when the following criteria is met:

A diagnosis of moderate to severe Crohn's disease

Documentation including the assessment of growth, nutrition,
extraintestinal complications, therapy-induced complications and
functional ability and any clinical signs and symptoms outlined in Crohn'’s
Disease Activity Index (CDAI) such as frequent liquid stools >4/day,
severity grade and frequency of abdominal pain, presence of an
abdominal mass, general well-being, extra-intestinal symptoms (arthralgia,
uveitis, erythema, stomatitis, abscess, fever >37.5 in the last week), taking
opiates or diphenoxylate/atropine for diarrhea, anemia, and weight loss
>10%

Induction therapy is indicated for either the subcutaneous or intravenous.
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Initial approval will be for 6 months.

Extension requests will be approved forup to 12 monthsif the member has a continued
benefit to therapy. Extension requests where guselkumab did not have the full desired
effect or considered a clinical failure will require clinical rationale for continuing.

Exclusions
The use of guselkumab will not be covered for the following situations:

e Age, dose, frequency of dosing, and/or duration of therapy outside of FDA
approved package labeling

e Combination therapy that is not supported by current guidelines

References
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Member Product

Medical Management Requirements*

New York Products

HMO Prior Auth
PPO in Plan Prior Auth
PPO OOP Prior Auth
POS in Plan Prior Auth
POS OOP Prior Auth
Essential Plan Prior Auth

MVP Medicaid Managed Care

Pharmacy benefit carved out to Medicaid FFS, Medical
benefit Prior Authorization

MVP Child Health Plus

Prior Auth

MVP Harmonious Health Care Plan

Pharmacy benefit carved out to Medicaid FFS, Medical
benefit Prior Authorization

MVP Complete Wellness

Refer to the MVP website for the Medicare Part B and Part

MVP Medicare Preferred Gold HMO POS

Refer to the MVP website for the Medicare Part B and Part

MVP Medicare Secure HMO POS

Refer to the MVP website for the Medicare Part B and Part

MVP Medicare Secure Plus HMO POS

Refer to the MVP website for the Medicare Part B and Part

MVP Medicare WellSelect PPO

Refer to the MVP website for the Medicare Part B and Part

MVP Medicare WellSelect Plus PPO

Refer to the MVP website for the Medicare Part B and Part

MVP Medicare Patriot Plan PPO

Refer to the MVP website for the Medicare Part B and Part

MVP DualAccess D-SNP HMO

Refer to the MVP website for the Medicare Part B and Part

MVP DualAccess Complete D-SNP HMO

Refer to the MVP website for the Medicare Part B and Part

MVP DualAccess Plus D-SNP HMO

Refer to the MVP website for the Medicare Part B and Part

UVM Health Advantage Select PPO

Refer to the MVP website for the Medicare Part B and Part

USA Care PPO Prior Auth
Healthy NY Prior Auth
MVP Premier Prior Auth
MVP Premier Plus Prior Auth
MVP Premier Plus HDHP Prior Auth
MVP Secure Prior Auth
MVP EPO Prior Auth
MVP EPO HDHP Prior Auth
MVP PPO Prior Auth
MVP PPO HDHP Prior Auth
Student Health Plans Prior Auth
ASO See SPD
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Vermont Products

POS in Plan

Prior Auth

POS OOP

Prior Auth

MVP Medicare Preferred Gold HMO POS

Refer to the MVP website for the Medicare Part B and Part

MVP Medicare Secure Plus HMO POS

Refer to the MVP website for the Medicare Part B and Part

MVP VT HMO Prior Auth
MVP VT Plus HMO Prior Auth
MVP VT HDHP HMO Prior Auth
MVP VT Plus HDHP HMO Prior Auth
MVP Secure Prior Auth
ASO See SPD

4 Note: Prior authorization requirements for HDHP products are the same as the base product (e.g. HDHP
HMO auth requirements are the same as listed for HMO).

© 2025 MVP Health Plan, Inc. All rights reserved. Descriptions contained within MVP's Medical Policies are not a
guarantee of coverage. Each MVP Group or Subscriber Contract contains specific limitations, exclusions and
requirements that may affect a Policy. If there is any discrepancy between your Group or Subscriber Contract and a
Policy, your Group or Subscriber Contract shall in all cases govern.

*Medical Management Requirements
Prior Auth

Potential for Retrospective Review
Retro Review

Not Covered

See SPD

Prior Authorization Required
No Prior Authorization Required. May be subject to Retrospective Review.
Retrospective Review Required
Service is not a covered benefit.
See Specific Plan Design
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Hemophilia Factor

Type of Policy: Medical Therapy

Prior Approval Date: 10/01/2023

Approval Date: 04/01/2025

Effective Date: 06/01/2025

Related Policies: Hemophilia Gene
Therapy

Codes Requiring Retrospective Review

Must be obtained from Accredo Specialty Pharmacy, covered under the medical
benefit. Please see Medicaid and Medicare Variations.

17210 Injection, Factor VIII (antihemophilic factor, recombinant), Afstyla,
per U

J71179 Injection, von Willebrand factor (recombinant), Vonvendi, per IU

17202 Injection, Factor IX albumin fusion protein (recombinant), Idelvion,
per U

17207 Injection, Factor VIII (antihemophilic factor, recombinant), pegylated,
per U

17209 Injection, Factor VIII (antihemophilic factor, recombinant), Nuwiq,
per U

17182 Injection, Factor VIII (antihemophilic factor, recombinant),
Novoeight, per IU

7188 Injection, factor VIII (antihemophilic factor, recombinant), Obizur, per
U

J7175 Injection, Factor X (human), Coagadex, per IU

J7181 Factor XllIl (antihemophilic factor, recombinant), Tretten, per 10 |U
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J7201 Factor IX (antihemophilic factor, recombinant), Alprolix, per 11U

J7200 Factor IX (antihemophilic factor, recombinant), Rixubis, per IU

J7180 Injection, factor XIII (antihemophilic factor, human), 1 |U

17183 Injection, von Willebrand factor complex (human), Wilate, 1 IU
VWEF:RCO

7185 Injection, factor VIII (antihemophilic factor, recombinant) (Xyntha),
per U
Injection, antihemophilic factor VIII/Von Willebrand factor complex

J7186
(human), per factor VIII I.U.

17187 Injection, Von Willebrand factor complex (Humate-P), per IU,
VWEF:RCO

J7189 Factor Vlla (antihemophilic Factor, recombinant), per Tmcg

J7190 Factor VIII (antihemophilic factor [human]) per IU

17192 Factor VIII (antihemophilic factor, recombinant) per IU, not otherwise
specified (Kogenate)

J7193 Factor IX (antihemophilic factor, purified, non-recombinant) per |U

J7194 Factor IX, complex, per U

J7195 Factor IX (antihemophilic factor, recombinant) per IU (Benefix)

J7198 Anti-inhibitor, per IU

17199/)7203 Hemophilia clotting factor, not otherwise classified (Adynovate,
Rebinyn)

J7205 Factor VIII, Fc fusion protein (recombinant), (Eloctate)

J7207 Factor VIII, (antihemophilic factor, recombinant), pegylated, 1 U

J7211 Factor VIII, (antihemophilic factor, recombinant), (Kovaltry), 11U
Factor VIII (antihemophilic factor, recombinant) pegylated-aucl (Jivi),

J7208 11U

J7170 Emicizumab injection (Hemlibra)

17204 Factor VIII (antihemophilic factor, recombinant), Esperoct
(glycopegylated-exei, per IU

17214 Factor viii/von willebrand factor complex, recombinant (Altuviiio),
per factor viii i.u.

Overview

FDA approved indications for Factor VII
e Von Willebrand disease
e Classic Hemophilia
FDA Approved indications for Factor IX
e Factor IX deficiency (hemophilia B, Christmas disease)
e Bleeding in Patients with Antihemophilic Factor Inhibitors
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Indications/Criteria

Factor products listed above will be covered when medically necessary for FDA
approved indications.

Factor products must be obtained through Accredo Specialty Pharmacy.
e Utilization is subject to retrospective review in accordance with FDA approved
indication(s).
e Prior authorization and medical justification is required for factor products
obtained or administered in other outpatient settings.
e Please see Medicaid and Medicare Variations.

MVP Medicaid Variation

e Prior authorization is NOT required

e Provider must complete prior notification form

e Must be obtained through a contracted vendor

e Medications that are a pharmacy benefit are covered and billed to New York
State Fee-For-Service (FFS) program. They are defined as medications that go
through a retail or specialty pharmacy, including self administered injectable
products. Pharmacy medications are subject to FFS’s clinical criteria including (but
not limited to) coverage, quantity limit, step therapy, and prior authorization.
Pharmacy benefit information can be found here:
https://www.emedny.org/info/fullform.pdf

Medicare Variation

Refer to the MVP Medicare website for the Medicare Part D Formulary and Part D policies
for drugs that may be covered under the Part D benefit.

Refer to the MVP Medicare website for Medicare Part B policies for drugs that may be
covered under the Part B benefit.

Exclusions

e Child Health Plus: blood factors prior to 04/01/2014 are not covered

References
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1. Clinical Pharmacology: Accessed 02/07/2025

2. New York State Department of Health. Clotting Factor Guidelines. Transition of
Clotting Factor Products and Services from Medicaid Fee-For-Service to Medicaid
Managed Care. Clotting Factor Guidelines (ny.gov)

Member Product

Medical Management Requirements*

New York Products

HMO Potential for Retrospective Review
PPO in Plan Potential for Retrospective Review
PPO OOP Potential for Retrospective Review
POS in Plan Potential for Retrospective Review
POS OOP Potential for Retrospective Review

Essential Plan

Potential for Retrospective Review

MVP Medicaid Managed Care

Pharmacy benefit carved out to Medicaid FFS, Medical benefit Potential
for Retrospective Review

MVP Child Health Plus

Potential for Retrospective Review

MVP Harmonious Health Care Plan

Pharmacy benefit carved out to Medicaid FFS, Medical benefit Potential
for Retrospective Review

MVP Complete Wellness

Refer to the MVP website for the Medicare Part B and Part D

MVP Medicare Preferred Gold HMO POS

Refer to the MVP website for the Medicare Part B and Part D policies.

MVP Medicare Secure HMO POS

Refer to the MVP website for the Medicare Part B and Part D policies.

MVP Medicare Secure Plus HMO POS

Refer to the MVP website for the Medicare Part B and Part D policies.

MVP Medicare WellSelect PPO

Refer to the MVP website for the Medicare Part B and Part D policies.

MVP Medicare WellSelect Plus PPO

Refer to the MVP website for the Medicare Part B and Part D policies.

MVP Medicare Patriot Plan PPO

Refer to the MVP website for the Medicare Part B and Part D policies.

MVP DualAccess D-SNP HMO

Refer to the MVP website for the Medicare Part B and Part D policies.

MVP DualAccess Complete D-SNP HMO

Refer to the MVP website for the Medicare Part B and Part D policies.

MVP DualAccess Plus D-SNP HMO

Refer to the MVP website for the Medicare Part B and Part D policies.

UVM Health Advantage Select PPO

Refer to the MVP website for the Medicare Part B and Part D policies.

USA Care PPO

Refer to the MVP website for the Medicare Part B and Part D policies.

Healthy NY

Potential for Retrospective Review

MVP Premier

Potential for Retrospective Review

MVP Premier Plus

Potential for Retrospective Review

MVP Premier Plus HDHP

Potential for Retrospective Review

MVP Secure Potential for Retrospective Review
MVP EPO Potential for Retrospective Review
MVP EPO HDHP Potential for Retrospective Review
MVP PPO Potential for Retrospective Review

MVP PPO HDHP

Potential for Retrospective Review

Student Health Plans

Potential for Retrospective Review

ASO See SPD

Vermont Products

POS in Plan Potential for Retrospective Review
POS OOP Potential for Retrospective Review

MVP Medicare Preferred Gold HMO POS

Refer to the MVP website for the Medicare Part B and Part D policies.

MVP Medicare Secure Plus HMO POS

Refer to the MVP website for the Medicare Part B and Part D policies.

MVP VT HMO

Potential for Retrospective Review

MVP VT Plus HMO

Potential for Retrospective Review

MVP VT HDHP HMO

Potential for Retrospective Review

MVP VT Plus HDHP HMO

Potential for Retrospective Review

MVP Secure

Potential for Retrospective Review

ASO

See SPD

4 Note: Prior authorization requirements for HDHP products are the same as the base product (e.g. HDHP HMO auth
requirements are the same as listed for HMO).

Hemophilia Factor
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MVP Health Care Medical Policy
© 2025 MVP Health Plan, Inc. All rights reserved. Descriptions contained within MVP's Medical Policies are not a guarantee of
coverage. Each MVP Group or Subscriber Contract contains specific limitations, exclusions and requirements that may affect a
Policy. If there is any discrepancy between your Group or Subscriber Contract and a Policy, your Group or Subscriber Contract shall
in all cases govern.

* . .
Medical Management Requirements

Prior Auth Prior Authorization Required

Potential for Retrospective Review No Prior Authorization Required. May be subject to Retrospective Review.
Retro Review Retrospective Review Required

Not Covered Service is not a covered benefit.

See SPD See Specific Plan Design
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Medicare Part B: Hemophilia Factor

Type of Policy: Medical Therapy
Prior Approval Date: 11/01/2023
Approval Date: 04/01/2025
Effective Date: 06/01/2025
Related Policies: N/A

Refer to the MVP Medicare website for the Medicare Part D Formulary and Part D policies
for drugs that may be covered under the Part D benefit.

Codes Requiring Retrospective Review

17210 Injection, Factor VIII (antihemophilic factor, recombinant), Afstyla,
per U

J7179 Injection, von Willebrand factor (recombinant), Vonvendi, per U

17202 Injection, Factor IX albumin fusion protein (recombinant), Idelvion,
per U

17207 Injection, Factor VIII (antihemophilic factor, recombinant), pegylated,
per U

17209 Injection, Factor VIII (antihemophilic factor, recombinant), Nuwiq,
per U

17182 Injection, Factor VIII (antihemophilic factor, recombinant),
Novoeight, per IU

7188 Injection, factor VIII (antihemophilic factor, recombinant), Obizur, per
U

J7175 Injection, Factor X (human), Coagadex, per IU

J7181 Factor XIlI (antihemophilic factor, recombinant), Tretten, per 10 |U

J7201 Factor IX (antihemophilic factor, recombinant), Alprolix, per 11U

J7200 Factor IX (antihemophilic factor, recombinant), Rixubis, per |U

J7180 Injection, factor Xlll (antihemophilic factor, human), 1 IU

17183 Injection, von Willebrand factor complex (human), Wilate, 1 IU
VWEF:RCO

7185 Injecl’tjion, factor VIl (antihemophilic factor, recombinant) (Xyntha),
per
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Injection, antihemophilic factor VIII/Von Willebrand factor complex

J7186
(human), per factor VIII I.U.

17187 Injection, Von Willebrand factor complex (Humate-P), per IU,
VWEF:RCO

J7189 Factor Vlla (antihemophilic Factor, recombinant), per Tmcg

J7190 Factor VIII (antihemophilic factor [human]) per |U

17192 Factor VIII (antihemophilic factor, recombinant) per IU, not otherwise
specified

J7193 Factor IX (antihemophilic factor, purified, non-recombinant) per IU

J7194 Factor IX, complex, per IU

J7195 Factor IX (antihemophilic factor, recombinant) per IU

J7198 Anti-inhibitor, per IU

17199/17203 Hemophilia clotting factor, not otherwise classified (Adynovate,
Rebinyn)

J7205 Factor VIII, Fc fusion protein (recombinant), (Eloctate)

J7207 Factor VIII, (antihemophilic factor, recombinant), pegylated, 11U

J7211 Factor VIII, (antihemophilic factor, recombinant), (Kovaltry), 11U
Factor VIII (antihemophilic factor, recombinant) pegylated-aucl (Jivi),

J7208 11U

J7170 Emicizumab injection (Hemlibra)

17204 Factor VIII (antihemophilic factor, recombinant), Esperoct
(glycopegylated-exei, per IU

17214 Factor viii/von willebrand factor complex, recombinant (Altuviiio),
per factor viii i.u.

Overview

FDA approved indications for Factor VII
e Von Willebrand disease
e Classic Hemophilia
FDA Approved indications for Factor IX
e Factor IX deficiency (hemophilia B, Christmas disease)
e Bleeding in Patients with Antihemophilic Factor Inhibitors

Indications/Criteria

Factor products listed above will be covered when medically necessary for FDA
approved indications.
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MVP Health Care Medical Policy
Utilization is subject to retrospective review in accordance with FDA approved
indication(s).

Refer to Chapter 15 Section 50.5.5 of the Medicare Benefit Policy Manual for coverage
details.

Exclusions

e N/A

References

1. Medicare Benefit Policy Manual. Chapter 15. Covered Medical and Other Health
Services. Section 50.5.5 Hemophilia Clotting Factors. Revised 08/03/2023.
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Infliximab
Type of Policy: Drug/Medical Therapy
Prior Approval Date: 12/01/2023
Approval Date: 10/01/2024
Effective Date: 01/01/2025
Related Policies: Experimental or Investigational Procedures, Apremilast,

Etanercept, Risankizumab, Adalimumab, Tofacitinib, Upadacitinib, Ustekinumab,
Zeposia, Secukinumab

Refer to the MVP website for the Medicare Part D formulary for drugs that may covered
under the Part D benefit.

Refer to the MVP website for the Medicare Part B policies for coverage criteria of drugs
covered under the medical benefit.

Codes Requiring Prior Authorization (covered under the medical benefit)
J1745 Injection, infliximab, 10 mg (Remicade®/Infliximab)

Q5103 Injection, infliximab, 10mg (Inflectra)

Q5104 Injection, infliximab, 10mg (Renflexis)

Q5121 Infliximab, 10mg (Avsola)

Overview

Infliximab (Remicade®/Infliximab, Inflectra, Avsola, Renflexis), bind specifically to human
tumor necrosis factor alpha (TNF-a). TNF-a is a pro-inflammatory cytokine that is
important in the induction of other inflammatory cytokines that initiate and maintain the
tissue inflammatory response. Inhibiting the binding of TNFa to its receptors prevents
the release of the pro-inflammatory cytokines that are involved in the body’s immune
and inflammatory responses. Patients who receive infliximab are at increased risk for
developing serious infection that may result in hospitalization and/or death. Members
should be screened for immunologic and infectious disease prior to initiating therapy.
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Medicaid Variation: Medications that are a pharmacy benefit are covered and billed to
New York State Fee-For-Service (FFS) program. They are defined as medications that go

throug

h a retail or specialty pharmacy, including self-administered injectable products.

Pharmacy medications are subject to FFS's clinical criteria including (but not limited to)
coverage, quantity limit, step therapy, and prior authorization. Pharmacy benefit
information can be found here: https://www.emedny.org/info/fullform.pdf

Indications/Criteria

For all indications, the following criteria must be met in addition to the specific
diagnosis criteria below.

Infliximab

Renflexis, and Inflectra are the preferred infliximab products. Approval for Avsola
or Remicade/Infliximab will require documentation of medical necessity including
side effects or drug failure of an adequate trial of Renflexis, and Inflectra.

For all indications listed below the use of infliximab will require failure or
contraindication to all preferred self-administered biologic therapies for the
indication

Must be ordered by or with consult from an appropriate specialist:
rheumatologist/immunologist/dermatologist/ gastroenterologist/colorectal
surgeon

Initial approval for all indications will be for six months, continuation up to one
year will require documentation of improved member status.

Site of Care

o Per the MVP Health Care Pharmacy Management Programs policy, Avsola,
Inflectra, Remicade and Renflexis are subject to Site of Care requirements
and must be obtained through a preferred home infusion vendor. Prior
Authorization and medical justification is required for Avsola, Inflectra,
Remicade and Renflexis obtained and administered in other outpatient
settings such as a provider's office or hospital facility.

o MVP will allow 60 days after prior authorization approval for members to
transfer to a preferred infusion site.

o This requirement does not apply to MVP Medicare and Medicaid members
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A. Ankylosing Spondylitis

For the treatment of active moderate to severe ankylosing spondylitis the
following criteria must be met:

Chart notes documenting failure of at least one trial of NSAIDS at
maximum tolerated dose unless the member has contraindications to
NSAID therapy such as cardiovascular disease, peptic ulcer disease or renal
disease AND

Chart notes are provided documenting significant clinical symptoms such
as fatigue, spinal pain, arthralgia, inflammation of joints and tendons, and
morning stiffness duration AND

Chart notes are provided documenting an insufficient response to at least one
local corticosteroid injection in patients with symptomatic peripheral arthritis
Initial approval will be for 6 months

Extension requests will be approved for up to 12 months if the member has
a continued benefit to therapy. Extension requests where the Infliximab did
not have the full desired effect or considered a clinical failure will require
clinical rationale for continuing.

B. Crohn’s Disease

Infliximab

For the treatment of moderate to severe active Crohn’s disease confirmed by

endoscopy (or capsule endoscopy when appropriate) the following criteria must

be met:

If the member is <18 years old , Pediatric Crohn's disease requests will
be reviewed on a case-by-case basis. OR

Documented failure or inadequate response to a 12-week trial of
adalimumab OR

Rationale accompanied by documentation is provided identifying why the
member or caregiver is unable to self-administer adalimumab OR

If adalimumab therapy is not appropriate, rationale for medical necessity
of infliximab must be provided (i.e., contraindication, disease severity) and
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will be reviewed on a case-by-case basis in accordance with current
American College of Gastroenterology (ACG) guidelines.

Initial approval will be for 6 months

Extension requests will be approved for up to 12 months if the member has
a continued benefit to therapy. Extension requests where the Infliximab did
not have the full desired effect or considered a clinical failure will require
clinical rationale for continuing.

C. Plaque Psoriasis

For the treatment of plaque psoriasis ALL the following criteria must be met:

e The medication must be ordered by or in consultation with a dermatologist

e A diagnosis of moderate to severe chronic plaque psoriasis and one of the
following:

Crucial body areas (e.g. hands, feet, face, neck, scalp, genitals/groin,
intertriginous areas) are affected OR
At least 10% of the body surface area (BSA) is affected OR
At least 3% of the body surface area (BSA) is affected AND the member
meets any of the following criteria:
= Member has had an inadequate response or intolerance to either
phototherapy (e.g. UVB, PUVA) OR
= Member has had an inadequate response or intolerance to
pharmacologic treatment with methotrexate, cyclosporine, or
acitretin

Initial approval will be for 6 months

Extension requests will be approved for up to 12 months if the member
has a continued benefit to therapy. Extension requests where the
Infliximab did not have the full desired effect or considered a clinical
failure will require clinical rationale for continuing.

D. Psoriatic Arthritis

Infliximab
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For the treatment of moderate to severe psoriatic arthritis the following criteria
must be met:

e Member has a diagnosis of moderate to severe moderate to severe
psoriatic arthritis as indicated by three or more tender joints AND three or
more swollen joints on two separate occasions at least one month apart

e Chart notes documenting a of at least one NSAID at maximum tolerated
dose unless the member has contraindications to NSAID therapy such as
cardiovascular disease, peptic ulcer disease or renal discase AND

e Chart notes documenting a failure to respond to an adequate trial of at
least one of the following nonbiologic disease modifying anti-rheumatic
drugs (DMARDs): leflunomide, sulfasalazine, or methotrexate.

o Members with pure axial manifestations do not have to have
a trial of nonbiologic disease modifying anti-rheumatic drugs
(DMARD:s)If a trial of methotrexate is not appropriate due to
alcohol use and both leflunomide and sulfasalazine are not
clinically appropriate, chart notes must be provided indicating
that the patient has been counseled on the need to abstain from
alcohol use while taking methotrexate and is unwilling to
abstain from alcohol use

Initial approval will be for 6 months

Extension requests will be approved for up to 12 months if the member has a
continued benefit to therapy. Extension requests where the Infliximab did not
have the full desired effect or considered a clinical failure will require clinical
rationale for continuing.

E. Rheumatoid Arthritis

e Member has a diagnosis of moderate to severe active adult rheumatoid
arthritis as defined by persistent or recurrent symptoms with documented
synovitis and morning stiffness of significant duration to inhibit activities
of daily living AND
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Chart notes documenting a failure to respond to one or more nonbiologic
disease modifying anti-rheumatic drugs (DMARDs), one of which includes a
three-month trial of maximally tolerated dose of methotrexate.

Failure is demonstrated by documentation of provider
assessment without improvement in joint counts and/or physical
symptoms and inflammatory markers while on therapy.

» |f the member has a contraindication or significant
intolerance to methotrexate Chart notes documenting a
failure to respond to at least one other nonbiologic
DMARDs at a maximally tolerated dose for at least 3
months ANDDocumentation confirming why
methotrexate cannot be used is required. If a trial of
methotrexate is not appropriate due to alcohol use, chart
notes must be provided indicating that the patient has
been counseled on the need to abstain from alcohol use
while taking methotrexate and is unwilling to abstain
from alcohol use.

e Must be given in combination with methotrexate unless the member has an
acute, aggressive, very rapidly progressive intense inflammatory
symmetrical arthritis disease as defined by their rheumatologist.

Initial approval will be for 6 months
Extension requests will be approved for up to 12 months if the member has a
continued benefit to therapy. Extension requests where the Infliximab did not

have the full desired effect or considered a clinical failure will require clinical
rationale for continuing.

F. Ulcerative Colitis

For the treatment of moderate to severe Ulcerative Colitis ALL the following
criteria must be met:

e Chart notes are provided documenting an inadequate response to or an
intolerance to conventional therapy (i.e.;, anti-inflammatory
aminosalicylates [e.g. Mesalamine (5-ASA), sulfasalazine], 6-
mercaptopurine, and azathioprine).
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o If conventional therapy is not considered medically appropriate,
rationale for medical necessity of infliximab must be provided (i.e.,,
contraindication, disease severity) and will be reviewed on a case-
by-case basis in accordance with current American College of
Gastroenterology (ACG) guidelines.

e Pediatric Ulcerative Colitis requests will be reviewed on a case-by-case
basis in accordance with current American College of Gastroenterology
(ACG) guidelines.

Initial approval for all indications will be for six months

Extension requests will be approved up to one year AND will require
documentation of improved patient status and patient must continue to meet
criteria identified above.

G. Refractory granulomatosis with polyangiitis (Wegener’'s granulomatosis)
e Infliximab requests for refractory granulomatosis with polyangiitis (Wegener's
granulomatosis) in combination with corticosteroids will be reviewed on a
case-by-case basis

H. Management of Immune Checkpoint Inhibitor-Related Diarrhea/Colitis:

For the treatment of moderate to severe Immune Checkpoint Inhibitor-Related
Diarrhea/Colitis ALL of the following criteria must be met:

» Member has been receiving therapy with an immune checkpoint inhibitor (e.g.,
nivolumab, pembrolizumab, atezolizumab, avelumab, durvalumab, cemiplimab,
etc.); AND

« Member has moderate (grade 2) to severe (grade 3-4) diarrhea or colitis related
to their immunotherapy

e Continuation of therapy is not a covered

Exclusions
Infliximab will not be considered medically necessary in the following members:

e Age, dose, frequency of dosing, and/or duration of therapy outside of FDA
approved package labeling
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o Members with a known hypersensitivity to murine proteins
e Members with heart failure (NYHA I1l/1V) at doses greater than 5mg/kg

e Infliximab in combination therapy with TNF blockers, other biologics, or
interleukin-1 inhibitor.

References

1. Remicade® (infliximab) Injection. Prescribing Information. Malvern, PA:
Centocor, Inc.; October 2021.

2. ACG Clinical Guideline: Ulcerative Colitis in Adults. The American Journal of
Gastroenterology: March 2019 - Volume 114 - Issue 3 - p 384-413 doi:
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Member Product

Medical Management Requirements*

New York Products

HMO Prior Auth
PPO in Plan Prior Auth
PPO OOP Prior Auth
POS in Plan Prior Auth
POS OOP Prior Auth
Essential Plan Prior Auth

MVP Medicaid Managed Care

Pharmacy benefit carved out to Medicaid FFS, Medical benefit Prior

Authorization

MVP Child Health Plus

Prior Auth

MVP Harmonious Health Care Plan

Pharmacy benefit carved out to Medicaid FFS, Medical benefit Prior

Authorization

MVP Medicare Gold Giveback

Refer to the MVP website for the Medicare Part B and Part D

policies.

MVP Medicare Preferred Gold HMO POS Refer to the MVP website for the Medicare Part B and Part D
policies.

MVP Medicare Secure HMO POS Refer to the MVP website for the Medicare Part B and Part D
policies.

MVP Medicare Secure Plus HMO POS Refer to the MVP website for the Medicare Part B and Part D
policies.

MVP Medicare WellSelect PPO Refer to the MVP website for the Medicare Part B and Part D
policies.

MVP Medicare WellSelect Plus PPO Refer to the MVP website for the Medicare Part B and Part D
policies.

MVP Medicare Patriot Plan PPO Refer to the MVP website for the Medicare Part B and Part D
policies.

MVP DualAccess D-SNP HMO Refer to the MVP website for the Medicare Part B and Part D
policies.

MVP DualAccess Complete D-SNP HMO Refer to the MVP website for the Medicare Part B and Part D
policies.

MVP DualAccess Plus D-SNP HMO Refer to the MVP website for the Medicare Part B and Part D
policies.

UVM Health Advantage Select PPO Refer to the MVP website for the Medicare Part B and Part D
policies.

UVM Health Advantage Secure PPO Refer to the MVP website for the Medicare Part B and Part D
policies.

UVM Health Advantage Preferred PPO Refer to the MVP website for the Medicare Part B and Part D
policies.

Healthy NY Prior Auth

MVP Premier Prior Auth

MVP Premier Plus Prior Auth

MVP Premier Plus HDHP Prior Auth

MVP Secure Prior Auth

MVP EPO Prior Auth

MVP EPO HDHP Prior Auth

MVP PPO Prior Auth

MVP PPO HDHP Prior Auth

Student Health Plans Prior Auth

ASO Prior Auth

Infliximab
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Vermont Products

POS in Plan

Prior Auth

POS OOP

Prior Auth

MVP Medicare Preferred Gold HMO POS

Refer to the MVP website for the Medicare Part B and Part D

MVP Medicare Secure Plus HMO POS

Refer to the MVP website for the Medicare Part B and Part D

UVM Health Advantage Select PPO

Refer to the MVP website for the Medicare Part B and Part D

UVM Health Advantage Secure PPO

Refer to the MVP website for the Medicare Part B and Part D

UVM Health Advantage Preferred PPO

Refer to the MVP website for the Medicare Part B and Part D

MVP VT HMO Prior Auth
MVP VT Plus HMO Prior Auth
MVP VT HDHP HMO Prior Auth
MVP VT Plus HDHP HMO Prior Auth
MVP Secure Prior Auth
ASO Prior Auth

4 Note: Prior authorization requirements for HDHP products are the same as the base product (e.g. HDHP
HMO auth requirements are the same as listed for HMO).

© 2024 MVP Health Plan, Inc. All rights reserved. Descriptions contained within MVP's Medical Policies are not a
guarantee of coverage. Each MVPP Group or Subscriber Contract contains specific limitations, exclusions and
requirements that may dffect a Policy. If there is any discrepancy between your Group or Subscriber Contract and a
Policy, your Group or Subscriber Contract shall in all cases govern.

*Medical Management Requirements
Prior Auth

Potential for Retrospective Review
Retro Review

Not Covered

See SPD

Infliximab

Prior Authorization Required

No Prior Authorization Required. May be subject to Retrospective Review.
Retrospective Review Required

Service is not a covered benefit.

See Specific Plan Design
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Intestinal Antibiotics

Type of Policy: Drug Therapy
Prior Approval Date: 10/01/2022
Approval Date: 10/01/2023
Effective Date: 12/01/2023

Related Policies: NA

Drugs Requiring Prior Authorization
Aemcolo (rifamycin) 194mg tablets

Refer to the MVP website for the Medicare Part D formulary for drugs that may covered under the Part D
benefit.

Overview

Aemcolo is indicated for travelers’ diarrhea caused by noninvasive strains of Escherichia coli. Untreated
bacterial diarrhea lasts 3-5 days. Antibiotic selection is based on the likelihood that an invasive organism
is present and on antibiotic resistance patterns. These factors are determined largely by travel destination.
First-line antibiotics for treatment or as empiric therapy include those of the quinolone class, such as
ciprofloxacin or levofloxacin. An alternative to quinolones in known resistance locations (e.g., Thailand) is
azithromycin. Since it is often difficult for travelers to distinguish between invasive and noninvasive
diarrhea, the overall usefulness of rifamycin as empiric self-treatment remains to be determined. At this
time, prophylactic antibiotics should not be recommended for most travelers.

Indications/Criteria

1. Traveler’s diarrhea

e Aemcolo may be covered for the treatment of traveler’s diarrhea when all the following criteria are
met:

o Members 218 years old

o Moderate to severe distressing symptoms of travelers’ diarrhea are present and proven or
strongly suspected to be caused by Escherichia coli based upon symptoms and travel
destination. (When culture and susceptibility information are available, culture must identify
E. coli and susceptible to rifamycin.); AND

o Failure or intolerance to at least one quinolone such as ciprofloxacin or levofloxacin; OR

o If contraindication or resistance to quinolones, then failure of azithromycin is required
unless contraindicated.

o |Initial approval limited to 1 month, 12 tablets.
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Exclusions

e Fortravelers’ diarrhea:

1. Doselfrequency exceeding the package label.

2. Diarrhea complicated by fever or blood in the stool or diarrhea due to pathogens
other than Escherichia coli.

Excludes diarrhea associated with antibiotics

Prophylactic use

Travel purposes

Aemcolo: more than 12 tablets per episode

o0k w

Dosing and/or frequency exceeding the FDA approved package labeling
e Non-FDA approved use

References

1. Yates J. Traveler's diarrhea. Am Fam Physician. 2005 Jun 1;71(11):2095-2100.

2. Centers for Disease Control and Prevention (CDC). Travelers’ Diarrhea. Accessed August 27,
2019. https://wwwnc.cdc.gov/travellyellowbook/2020/preparing-international-travelers/travelers-
diarrhea

3. Dupont H. Bacterial Diarrhea. N Engl J Med 2009; 361(16):1560-9

4. Vilstrup, H., Amodio, P., Bajaj, J, et al. Hepatic encephalopathy in chronic liver disease: 2014
Practice Guidelines by the American Association for the Study of Liver Disease and the European
Association for the Study of Liver. Hepatology. 2014 Aug;60(2):715-35

5. Aemcolo (rifamycin) delayed released tablets. Prescribing Information. Dublin, Ireland: Cosmo
Technologies, Ltd. November 2018.

Member Product Medical Management Requirements*

New York Products

HMO Prior Auth

PPO in Plan Prior Auth

PPO OOP Prior Auth

POS in Plan Prior Auth

POS OOP Prior Auth

Essential Plan Prior Auth

MVP Medicaid Managed Care Pharmacy benefit carved out to Medicaid FFS, Medical
benefit Prior Authorization

MVP Child Health Plus Prior Auth

MVP Harmonious Health Care Plan Pharmacy benefit carved out to Medicaid FFS, Medical
benefit Prior Authorization

MVP Medicare Preferred Gold HMO POS Refer to Part D coverage

MVP Medicare Secure HMO POS Refer to Part D coverage

MVP Medicare Secure Plus HMO POS Refer to Part D coverage

MVP Medicare WellSelect PPO Refer to Part D coverage
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MVP Medicare WellSelect Plus PPO

Refer to Part D coverage

MVP Medicare Patriot Plan PPO

Refer to Part D coverage

MVP DualAccess D-SNP HMO

Refer to Part D coverage

MVP DualAccess Complete D-SNP HMO

Refer to Part D coverage

MVP DualAccess Plus D-SNP HMO

Refer to Part D coverage

UVM Health Advantage Select PPO

Refer to Part D coverage

UVM Health Advantage Secure PPO

Refer to Part D coverage

UVM Health Advantage Preferred PPO

Refer to Part D coverage

Healthy NY Prior Auth
MVP Premier Prior Auth
MVP Premier Plus Prior Auth
MVP Premier Plus HDHP Prior Auth
MVP Secure Refer to Part D coverage
MVP EPO Prior Auth
MVP EPO HDHP Prior Auth
MVP PPO Prior Auth
MVP PPO HDHP Prior Auth
Student Health Plans Prior Auth
ASO See SPD
Vermont Products

POS in Plan Prior Auth
POS OOP Prior Auth

MVP Medicare Preferred Gold HMO POS

Refer to Part D coverage

MVP Medicare Secure Plus HMO POS

Refer to Part D coverage

UVM Health Advantage Select PPO

Refer to Part D coverage

UVM Health Advantage Secure PPO

Refer to Part D coverage

UVM Health Advantage Preferred PPO

Refer to Part D coverage

MVP VT HMO Prior Auth

MVP VT Plus HMO Prior Auth

MVP VT HDHP HMO Prior Auth

MVP VT Plus HDHP HMO Prior Auth

MVP Secure Refer to Part D coverage
ASO See SPD

¢ Note: Prior authorization requirements for HDHP products are the same as the base product (e.g. HDHP
HMO auth requirements are the same as listed for HMO).

© 2023 MVP Health Plan, Inc. All rights reserved. Descriptions contained within MVP's Medical Policies are not a
guarantee of coverage. Each MVP Group or Subscriber Contract contains specific limitations, exclusions and
requirements that may affect a Policy. If there is any discrepancy between your Group or Subscriber Contract and a
Policy, your Group or Subscriber Contract shall in all cases govern.

*Medical Management Requirements
Prior Auth

Potential for Retrospective Review
Retro Review

Not Covered

See SPD

Prior Authorization Required

No Prior Authorization Required. May be subject to Retrospective Review.
Retrospective Review Required

Service is not a covered benefit.

See Specific Plan Design
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Izervay

Type of Policy: Drug Therapy
Prior Approval Date: 04/01/2024
Approval Date: 04/01/2025
Effective Date: 06/01/2025

Related Policies: Syfovre

Refer to the MVP Medicare website for the Medicare Part D formulary and Part D policies.

Drugs Requiring Prior Authorization under the medical benefit

J2782 Izervay (Avacincaptad Pegol) Solution for Intravitreal Injection

Overview

Izervay (Avacincaptad Pegol) solution for intravitreal injection is a complement C5 inhibitor
which is FDA approved for the treatment of geographic atrophy (GA) secondary to age-related
macular degeneration (AMD).

Indications/Criteria

Medicaid Variation: Medications that are a pharmacy benefit are covered and billed to New
York State Fee-For-Service (FFS) program. They are defined as medications that go through a
retail or specialty pharmacy, including self administered injectable products. Pharmacy
medications are subject to FFS's clinical criteria including (but not limited to) coverage, quantity
limit, step therapy, and prior authorization. Pharmacy benefit information can be found here:
https://www.emedny.org/info/fullform.pdf

Classified as Confidential



Geographic atrophy (GA) secondary to age-related macular degeneration (AMD)

Izervay may be considered for coverage for Geographic atrophy (GA) secondary to age-related
macular degeneration (AMD) when all of following criteria is met:

e Chart notes confirming a diagnosis of geographic atrophy secondary to age-related
macular degeneration

e Prescribed and administered by an ophthalmologist
e Baseline best-corrected visual acuity (BCVA) is between 20/25 and 20/320

e Member is not currently utilizing any other intravitreal complement inhibitor therapies
confirmed by claims history

Initial approval for 6 months

Extension requests for Izervay may be covered for 12 months, 12 doses per eye, if the
following is met:

e Member continues to meet initial approval criteria above

¢ Documentation that the member is tolerating the medication well (absence of adverse
effects such as endophthalmitis, increased intraocular pressure, etc.)

e Documentation of objective test results supporting slowed progression and clinical
benefit compared to baseline such as visual function test results, optical coherence
tomography (OCT), and/or fundus autofluorescence photographs (FAF)

e Extension requests where Izervay did not have the full desired effect or considered a
clinical failure will require clinical rationale for continuing

Exclusions

Geographic atrophy (GA) secondary to age-related macular degeneration (AMD)

The use of Izervay will not be covered for the following situations:
e Members with ocular or periocular infections
e Members with active intraocular inflammation
e Dosing, age, and/or frequency exceeding the FDA approved package labeling.
e GA secondary to a condition other than AMD such as Stargardt disease in either eye
e Member is currently utilizing another intravitreal compliment inhibitor

Classified as Confidential



References

1. Avacincaptad Pegol. In: Specific Lexicomp Online Database [database on the Internet].
Hudson (OH): Lexicomp Inc.: publication year [updated 9 Feb. 2024; cited 14 Feb. 2024].
Available from: http://online.lexi.com. Subscription required to view.

2. lzervay (avacincaptad pegol intravitreal solution) NDA 217225. FDA. Revised February
2025 label (fda.gov)

3. Gaffe GJ, Westby K, Csaky KG, et al. C5 Inhibitor avacincaptad pegol for geographic
atrophy due to age related macular degeneration: a randomized pivotal phase 2/3 trial.
Ophthalmology. 2021; 128: 576-586.

Member Product

Medical Management Requirements*

New York Products

HMO Prior Auth
PPO in Plan Prior Auth
PPO OOP Prior Auth
POS in Plan Prior Auth
POS OOP Prior Auth
Essential Plan Prior Auth

MVP Medicaid Managed Care

Pharmacy benefit carved out to Medicaid FFS, Medical benefit Prior
Authorization

MVP Child Health Plus

Prior Auth

MVP Harmonious Health Care Plan

Pharmacy benefit carved out to Medicaid FFS, Medical benefit Prior
Authorization

MVP Complete Wellness

Refer to the MVP website for the Medicare Part B and Part D

MVP Medicare Preferred Gold HMO POS

Refer to the MVP website for the Medicare Part B and Part D policies.

MVP Medicare Secure HMO POS

Refer to the MVP website for the Medicare Part B and Part D policies.

MVP Medicare Secure Plus HMO POS

Refer to the MVP website for the Medicare Part B and Part D policies.

MVP Medicare WellSelect PPO

Refer to the MVP website for the Medicare Part B and Part D policies.

MVP Medicare WellSelect Plus PPO

Refer to the MVP website for the Medicare Part B and Part D policies.

MVP Medicare Patriot Plan PPO

Refer to the MVP website for the Medicare Part B and Part D policies.

MVP DualAccess D-SNP HMO

Refer to the MVP website for the Medicare Part B and Part D policies.

MVP DualAccess Complete D-SNP HMO

Refer to the MVP website for the Medicare Part B and Part D policies.

MVP DualAccess Plus D-SNP HMO

Refer to the MVP website for the Medicare Part B and Part D policies.

UVM Health Advantage Select PPO

Refer to the MVP website for the Medicare Part B and Part D policies.

USA Care PPO

Refer to the MVP website for the Medicare Part B and Part D policies.

Healthy NY Prior Auth
MVP Premier Prior Auth
MVP Premier Plus Prior Auth
MVP Premier Plus HDHP Prior Auth
MVP Secure Prior Auth
MVP EPO Prior Auth
MVP EPO HDHP Prior Auth
MVP PPO Prior Auth
MVP PPO HDHP Prior Auth
Student Health Plans Prior Auth
ASO See SPD
Vermont Products

POS in Plan Prior Auth
POS OOP Prior Auth

MVP Medicare Preferred Gold HMO POS

Refer to the MVP website for the Medicare Part B and Part D policies.

MVP Medicare Secure Plus HMO POS

Refer to the MVP website for the Medicare Part B and Part D policies.

MVP VT HMO Prior Auth
MVP VT Plus HMO Prior Auth
MVP VT HDHP HMO Prior Auth
MVP VT Plus HDHP HMO Prior Auth

Classified as Confidential



https://www.accessdata.fda.gov/drugsatfda_docs/label/2023/217225s000lbl.pdf

MVP Secure

Prior Auth

ASO

See SPD

requirements are the same as listed for HMO).

¢ Note: Prior authorization requirements for HDHP products are the same as the base product (e.g. HDHP HMO auth

cases aovern

© 2025 MVP Health Plan, Inc. All rights reserved. Descriptions contained within MVP's Medical Policies are not a guarantee of
coverage. Each MVP Group or Subscriber Contract contains specific limitations, exclusions and requirements that may affect a Policy.
If there is any discrepancy between your Group or Subscriber Contract and a Policy, your Group or Subscriber Contract shall in all

*Medical Management Requirements

Prior Auth

Potential for Retrospective Review
Retro Review

Not Covered

See SPD

Classified as Confidential

Prior Authorization Required

No Prior Authorization Required. May be subject to Retrospective Review.
Retrospective Review Required

Service is not a covered benefit.

See Specific Plan Design
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Medicare Part B: Izervay

Type of Policy: Drug Therapy
Prior Approval Date: 04/01/2024
Approval Date: 04/01/2025
Effective Date: 06/01/2025

Related Policies: Syfovre

Refer to the MVP Medicare website for the Medicare Part D formulary and Part D policies.

Drugs Requiring Prior Authorization under the medical benefit

J2782 Izervay (Avacincaptad Pegol) Solution for Intravitreal Injection

Overview/Summary of Evidence

Izervay (Avacincaptad Pegol) solution for intravitreal injection is a complement C5 inhibitor
which is FDA approved for the treatment of geographic atrophy (GA) secondary to age-related
macular degeneration (AMD).

Indications/Criteria
Geographic atrophy (GA) secondary to age-related macular degeneration (AMD)

Izervay may be considered for coverage for Geographic atrophy (GA) secondary to age-related
macular degeneration (AMD) when all of following criteria is met:

e Chart notes confirming a diagnosis of geographic atrophy secondary to age-related
macular degeneration

e Prescribed and administered by an ophthalmologist

Classified as Confidential



e Baseline best-corrected visual acuity (BCVA) is between 20/25 and 20/320

e Member is not currently utilizing any other intravitreal complement inhibitor therapies
confirmed by claims history

Initial approval for 6 months

Extension requests for Izervay may be covered for 12 months, 12 doses per eye, if the
following is met:

e Member continues to meet initial approval criteria above

e Documentation that the member is tolerating the medication well (absence of adverse
effects such as endophthalmitis, increased intraocular pressure, etc.)

e Documentation of objective test results supporting slowed progression and clinical
benefit compared to baseline such as visual function test results, optical coherence
tomography (OCT), and/or fundus autofluorescence photographs (FAF)

e Extension requests where Izervay did not have the full desired effect or considered a
clinical failure will require clinical rationale for continuing

Exclusions

Geographic atrophy (GA) secondary to age-related macular degeneration (AMD)

The use of Izervay will not be covered for the following situations:
e Members with ocular or periocular infections
e Members with active intraocular inflammation

e Dosing, age, and/or frequency exceeding the FDA approved package labeling.
e GA secondary to a condition other than AMD such as Stargardt disease in either eye

e Member is currently utilizing another intravitreal complement inhibitor

References

1. Avacincaptad Pegol. In: Specific Lexicomp Online Database [database on the Internet].
Hudson (OH): Lexicomp Inc.: publication year [updated 9 Feb. 2024; cited 14 Feb. 2024].
Available from: http://online.lexi.com. Subscription required to view.

2. lzervay (avacincaptad pegol intravitreal solution) NDA 217225. FDA. Revised 8/2023.

label (fda.gov)
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3. Gaffe GJ, Westby K, Csaky KG, et al. C5 Inhibitor avacincaptad pegol for geographic

atrophy due to age related macular degeneration: a randomized pivotal phase 2/3 trial.
Ophthalmology. 2021; 128: 576-586.

4. lzervay (avacincaptad pegol intravitreal solution). Prescribing Information. Iveric Bio, Inc.
Parsippany, NJ. Revised 8/2023.
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Luxturna
Type of Policy: Drug Therapy
Prior Approval Date: 04/01/2024
Approval Date: 04/01/2025
Effective Date: 06/01/2025

Related Policies: N/A

Drug Requiring Prior Authorization (covered under the medical benefit)
J3398 Luxturna (voretigene neparvovec-rzyl) intraocular suspension

Refer to the MVP website for the Medicare Part D formulary for drugs that may be
covered under the Part D benefit.

Refer to the MVP website for the Medicare Part B policies for coverage criteria of drugs
covered under the medical benefit.

Overview

Luxturna is an adeno-associated virus vector-based gene therapy indicated as an orphan
drug for the treatment of patients with confirmed biallelic RPE65 mutation-associated
retinal dystrophy. Treatment with Luxturna includes one dose per eye per lifetime.

Indications/Criteria
Luxturna will be considered for coverage when ALL the following are met:

e Prescribed and administered by an ophthalmologist or retinal surgeon with
experience providing sub-retinal injections

e Member is at least 12 months of age but not greater than 64 years of age

e Member has a confirmed diagnosis of biallelic RPE65 mutation-associated retinal
dystrophy

e Chart notes document genetic testing to confirm mutation in both copies of the
RPE65 gene

e Member must have viable retinal cells, as defined by:

Luxturna Page 1 0f4
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o an area in the retina within the posterior pole of greater than 100 um
thickness shown on OCT (optical coherence tomography): OR
o 2 3-disc areas of retina without atrophy or pigmentary degeneration
within the posterior pole; OR
o remaining visual field within 30 degrees of fixation as measured by a lll4e
isopter or equivalent
Treatment with Luxturna must be done separately in each eye on separate days,
with at least six days between surgical procedures
The member must not have had treatment with Luxturna previously in the
intended eye
The facility at which Luxturna is administered must be appropriately certified to
do so. More information on this can be found here:
https://luxturnahcp.com/about-luxturna/treatment-centers/

If approved, coverage will be provided for a maximum of 1 injection per eye per lifetime.
Coverage of lost, damaged, or mishandled product will not be covered. Coverage is
contingent on eligibility at the time of administration.

Exclusions

Dose and/or frequency exceeding the package label

Member is pregnant

Member has previous administration of gene therapy vector

Use of retinoid compounds or precursors that could potentially interact with the
biochemical activity of the RPE65 enzyme (individuals must discontinue use of
these compounds for 18 months prior to Luxturna administration)

Prior intraocular surgery within 6 months

Medicaid Variation
Luxturna will be considered for coverage when all the following are met:

Luxturna

The member must have a retinal dystrophy due to confirmed mutations (on
genetic testing) in both copies of the RPE65 gene

The member must have viable retinal cells as determined by the treating
physician(s)

The member must be 12 months of age or older

Treatment with Luxturna must be done separately in each eye on separate days,
with at least six days between surgical procedures.

Luxturna must be administered by a surgeon experienced in performing
intraocular surgery
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e The member must not have had treatment with Luxturna previously in the

intended eye

The facility at which Luxturna is administered must be appropriately certified to do so.
More information on this can be found here: https://luxturnahcp.com/about-

luxturna/treatment-centers/

References

1. Luxturna (voretigene neparvovec-ryzel) prescribing information. Philadelphia, PA:

Spark Therapeutics, Inc. 2017. Revised 05/2022.

2. A Safety and Efficacy Study in Subjects with Leber Congenital Amaurosis (LCA)

Using Adeno-Associated Viral Vector to Deliver the Gene for Human RPE65 to the

Retinal Pigment Epithelium (RPE) [AAV2-hRPE65v2-301]. Available online at:

https://www.clinicaltrials.gov/ct2/show/NCT00999609?term=voretigene+neparvo

vec-rzyl&rank=1

3. New York State Medicaid Update. March 2018; Vol 34: Number 3. Available at:
New York Medicaid Update, Volume 34 Number 3, March 2018 (ny.gov)

4. Russel S, Bennet J, Wellman JA, et al. Efficacy and safety of voretigene neparvovec
(AAV2-hRPE65Vv2) in patients with RPE65-mediated inherited retinal dystrophy: a

randomized, controlled, open-label phase 3 trial. Lancet 2017; 390:849-860.

Member Product

Medical Management Requirements*

New York Products

HMO Prior Auth
PPO in Plan Prior Auth
PPO OOP Prior Auth
POS in Plan Prior Auth
POS OOP Prior Auth
Essential Plan Prior Auth

MVP Medicaid Managed Care

Pharmacy benefit carved out to Medicaid FFS, Medical benefit Prior
Authorization

MVP Child Health Plus

Prior Auth

MVP Harmonious Health Care Plan

Pharmacy benefit carved out to Medicaid FFS, Medical benefit Prior
Authorization

MVP Complete Wellness

Refer to the MVP website for the Medicare Part B and Part D

MVP Medicare Preferred Gold HMO POS

Refer to the MVP website for the Medicare Part B and Part D policies.

MVP Medicare Secure HMO POS

Refer to the MVP website for the Medicare Part B and Part D policies.

MVP Medicare Secure Plus HMO POS

Refer to the MVP website for the Medicare Part B and Part D policies.

MVP Medicare WellSelect PPO

Refer to the MVP website for the Medicare Part B and Part D policies.

MVP Medicare WellSelect Plus PPO

Refer to the MVP website for the Medicare Part B and Part D policies.

MVP Medicare Patriot Plan PPO

Refer to the MVP website for the Medicare Part B and Part D policies.

MVP DualAccess D-SNP HMO

Refer to the MVP website for the Medicare Part B and Part D policies.

MVP DualAccess Complete D-SNP HMO

Refer to the MVP website for the Medicare Part B and Part D policies.

MVP DualAccess Plus D-SNP HMO

Refer to the MVP website for the Medicare Part B and Part D policies.

UVM Health Advantage Select PPO

Refer to the MVP website for the Medicare Part B and Part D policies.

USA Care PPO

Refer to the MVP website for the Medicare Part B and Part D policies.

Healthy NY Prior Auth
MVP Premier Prior Auth
MVP Premier Plus Prior Auth

Luxturna
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MVP Premier Plus HDHP Prior Auth

MVP Secure Prior Auth

MVP EPO Prior Auth

MVP EPO HDHP Prior Auth

MVP PPO Prior Auth

MVP PPO HDHP Prior Auth

Student Health Plans Prior Auth

ASO See SPD

Vermont Products

POS in Plan Prior Auth

POS OOP Prior Auth

MVP Medicare Preferred Gold HMO POS Refer to the MVP website for the Medicare Part B and Part D policies.
MVP Medicare Secure Plus HMO POS Refer to the MVP website for the Medicare Part B and Part D policies.
MVP VT HMO Prior Auth

MVP VT Plus HMO Prior Auth

MVP VT HDHP HMO Prior Auth

MVP VT Plus HDHP HMO Prior Auth

MVP Secure Prior Auth

ASO See SPD

¢ Note: Prior authorization requirements for HDHP products are the same as the base product (e.g. HDHP HMO auth
requirements are the same as listed for HMO).

© 2025 MVP Health Plan, Inc. All rights reserved. Descriptions contained within MVP's Medical Policies are not a guarantee of
coverage. Each MVP Group or Subscriber Contract contains specific limitations, exclusions and requirements that may affect a
Policy. If there is any discrepancy between your Group or Subscriber Contract and a Policy, your Group or Subscriber Contract
shall in all cases govern.

*Medical Management Requirements

Prior Auth Prior Authorization Required

Potential for Retrospective Review No Prior Authorization Required. May be subject to Retrospective Review.
Retro Review Retrospective Review Required

Not Covered Service is not a covered benefit.

See SPD See Specific Plan Design
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Medicare Part B: Luxturna

Type of Policy: Drug Therapy
Prior Approval Date: 04/01/2024
Approval Date: 04/01/2025
Effective Date: 06/01/2025

Related Policies: N/A

Drug Requiring Prior Authorization (covered under the medical benefit)
J3398 Luxturna (voretigene neparvovec-rzyl) intraocular suspension

Refer to the MVP website for the Medicare Part D formulary for drugs that may be
covered under the Part D benefit.

Overview/Summary of Evidence

Luxturna is an adeno-associated virus vector-based gene therapy indicated as an orphan
drug for the treatment of patients with confirmed biallelic RPE65 mutation-associated
retinal dystrophy. Treatment with Luxturna includes one dose per eye per lifetime.

Indications/Criteria
Luxturna will be considered for coverage when ALL the following are met:

e Prescribed and administered by an ophthalmologist or retinal surgeon with
experience providing sub-retinal injections
e Member is at least 12 months of age but not greater than 64 years of age
e Member has a confirmed diagnosis of biallelic RPE65 mutation-associated retinal
dystrophy
e Chart notes document genetic testing to confirm mutation in both copies of the
RPE65 gene
e Member must have viable retinal cells, as defined by:
o an area in the retina within the posterior pole of greater than 100 um
thickness shown on OCT (optical coherence tomography): OR
o 2 3-disc areas of retina without atrophy or pigmentary degeneration
within the posterior pole; OR

Luxturna Page 1 of 2
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o remaining visual field within 30 degrees of fixation as measured by a lll4e
isopter or equivalent

Treatment with Luxturna must be done separately in each eye on separate days,
with at least six days between surgical procedures
The Member must not have had treatment with Luxturna previously in the
intended eye
The facility at which Luxturna is administered must be appropriately certified to
do so. More information on this can be found here:
https://luxturnahcp.com/about-luxturna/treatment-centers/

If approved, coverage will be provided for a maximum of 1 injection per eye per lifetime.
Coverage of lost, damaged, or mishandled product will not be covered. Coverage is
contingent on eligibility at the time of administration.

Exclusions

Dose and/or frequency exceeding the package label

Member is pregnant

Member has previous administration of gene therapy vector

Use of retinoid compounds or precursors that could potentially interact with the
biochemical activity of the RPE65 enzyme (individuals must discontinue use of
these compounds for 18 months prior to Luxturna administration)

Prior intraocular surgery within 6 months

References

1.

Luxturna

Luxturna (voretigene neparvovec-ryzel) prescribing information. Philadelphia, PA:
Spark Therapeutics, Inc. 2017. Revised 05/2022.

A Safety and Efficacy Study in Subjects with Leber Congenital Amaurosis (LCA)
Using Adeno-Associated Viral Vector to Deliver the Gene for Human RPE65 to the
Retinal Pigment Epithelium (RPE) [AAV2-hRPE65v2-301]. Available online at:
https://www.clinicaltrials.gov/ct2/show/NCT00999609?term=voretigene+neparvo
vec-rzyl&rank=1

3. Russel S, Bennet J, Wellman JA, et al. Efficacy and safety of voretigene
neparvovec (AAV2-hRPE65v2) in patients with RPE65-mediated inherited retinal
dystrophy: a randomized, controlled, open-label phase 3 trial. Lancet 2017;
390:849-860.
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Medicare Part B Step Therapy

Type of Policy: Administrative
Prior Approval Date: 11/01/2024
Approval Date: 06/01/2025
Effective Date: 04/01/2025

Related Policies:
Pharmacy Programs Administration
Pharmacy Management Programs
Medicare Part B vs. Part D Determination

Medical Drug List

Refer to the MVP Medicare website for the Medicare Part D formulary and Part D
policies.

Refer to the MVP website for the Medicare Part B policies for coverage criteria of drugs
covered under the medical benefit.

Codes Requiring Prior Authorization: N/A

Overview
Step therapy requires one or more preferred drugs to be trialed to treat a medical
condition prior to using a non-preferred/non-covered drug.

The list of drugs that require step therapy may change throughout the plan year. Refer to
the MVP Medical Drug List for a complete list of preferred medical drugs.

Part D drugs MAY be preferred over non-preferred Part B drugs in some instances. For a
full list of covered drugs, refer to the MVP Medicare website for the Medicare Part D
Formulary and Part D policies.
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Indications/Criteria

Medicare Part B Step Therapy will be required for the medications listed in this policy,
provided the following criteria are met:

National Coverage Determinations (NCDs), Local Coverage Determinations
(LCDs), and/or related Policy Articles may exist and compliance with these
policies is required where applicable
The requested medication meets the definition of a Part B drug
Step therapy applies to new starts ONLY, as defined by no use in the last 365
days:
o Members currently established on a non-preferred drug are not required
to switch to a preferred drug
o Supporting documentation must be submitted by the provider stating
that the member is currently established on therapy OR there is a paid
claim for the non-preferred drug in the past 365 days
The requested non-preferred drug must be used for a medically accepted
indication under Medicare rules.
Members and/or providers may request an exception to step therapy.
Documentation of medical necessity must be provided by the prescriber.
This list includes common uses for which the drug is prescribed. For specific
criteria for drug coverage, please refer to the corresponding clinical policy
associated with the drug if applicable.

Part B Step Therapy Drug List (non-Oncology)

Drug Category Preferred Drug(s) Non-Preferred Drug(s)*
Asthma Agents Cingair, Fasenra, Nucala Tezspire
Central Nervous System | Abilify Asimtufii, Abilify Uzedy

Maintena, Aristada, Invega
Hayfera, Invega Sustenna,
Invega Trinza, Perseris,

Risperdal Consta, Zyprexa

Relprevv
Erythropoietic Agents Retacrit, Procrit N/A
Multiple Sclerosis Agents | Ocrevus Lemtrada, Tysabri, Briumvi

*Not an all-inclusive list and is subject to change at any time*
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Oncology Medical Drug List

Preferred Oncology Product

Non-Preferred Oncology Product

Zirabev Avastin
Mvasi Alymsys
Vegzelma
Herceptin Kanjinti
Trazimera Ogivri
Herceptin Hylecta Ontruzant
Herzuma
Hercessi
Neulasta Fulphila
Udenyca Ziextenzo
Fylnetra
Rolvedon
Stimufend
Nyvepria
Nivestym Zarxio
Releuko Neupogen
Granix
Ruxience Truxima
Rituxan Riabni
Rituxan Hycela
Gemcitabine Infugem
leucovorin levoleucovorin
Aranesp N/A
Retacrit
Procrit/Epogen
Aloxi Akynzeo
Emend Cinvanti
Fosaprepitant Sustol

References

1. Centers for Medicare and Medicaid Services, Health Plan Management System
(HPMS), MA_Step_Therapy_HPMS_Memo_8_7_18
2. Centers for Medicare and Medicaid Services, Medicare Benefit Policy Manual,

CMS Pub. 100-02, Chapter 15, Sec. 50. Revised 06/13/2024. Available at:
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https://www.cms.gov/regulations-and-
guidance/guidance/manuals/downloads/bp102¢15.pdf

3. Local Coverage Determination (LCD). Centers for Medicare & Medicare Services.
http://www.cms.gov/medicare-coverage-database/search/advanced-search.aspx.

4. National Coverage Determination (NCD). Centers for Medicare & Medicare
Services. http://www.cms.gov/medicare-coverage-database/search/advanced-
search.aspx.

5. Medicare Advantage (MA) and step therapy for Part B drugs. Code of Federal
Regulations 422.136. Updated 4/15/2025. Available at: eCFR :: 42 CFR 422.136 --
Medicare Advantage (MA) and step therapy for Part B drugs.
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MVP Health Care Medical Policy

Onychomycosis

Type of Policy: Drug Therapy
Prior Approval Date: 04/01/2024
Approval Date: 04/01/2025
Effective Date: 06/01/2025

Related Policies: N/A

Drugs Requiring Prior Authorization under the Pharmacy Benefit
Jublia (efinaconazole)- brand and generic

Kerydin (tababorole)- brand and generic

Brand itraconazole products: Sporanox, Tolsura

Drugs Requiring Prior Authorization under the Pharmacy Benefit when quantity
limit is exceeded

Ciclopirox (Penlac®) if quantity is greater than 20ml per 365 days

Itraconazole (generic) if quantity is greater than 360 capsules per 365 days or 3600m|
per 365 days

Terbinafine (Lamisil®) if quantity is greater than 168 units per 365 days.

Refer to the MVP website for the Medicare Part D formulary and policies for drugs that
may covered under the Part D benefit.

Overview

The use of antifungal agents to improve the appearance of discolored or thick nails is
considered cosmetic unless the member meets the clinical criteria identified in this
policy. Oral antifungal agents are prescribed for the treatment of onychomycosis (nail
fungus) due to tinea unguium and other indications. Topical ciclopirox is indicated for
onychomycosis due to trichophyton rubrum.
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MVP Health Care Medical Policy

For the treatment of onychomycosis, oral therapy is the most effective treatment for any
severity. They have a higher cure rate and shorter treatment duration compared to
topical therapies. Terbinafine is first line therapy as it is the most effective oral agent
due to a high cure rate. Topical therapies may be used as an alternative to first line
treatments. Topical therapies have lower risks of adverse effects and less drug
interactions.

Indications/Criteria

Terbinafine

e Terbinafine does not require prior authorization for quantities less than 168 units
per 365 days.

Itraconazole

¢ Generic itraconazole does not require prior authorization for quantities less than
360 capsules per 365 days or 3600ml per 365 days.

e Brand itraconazole products (e.g. Sporanox) for the use of onychomycosis may
be covered with the presence of a positive KOH test from a nail scraping or a
positive pathogenic fungal culture documenting the presence of hyphae
consistent with a dermatophyte or candidal infection AND the following:

o Member is immunocompromised (e.g., HIV/AIDS, undergoing
chemotherapy, transplant recipient) or has a history of peripheral vascular
disease (e.g., diabetes), OR

o Activities of daily living (ADLs) are significantly compromised due to pain
caused by the infection AND

o If the member has a documented failure, lack of indication, or other
contraindications to terbinafine ANDDocumentation indicating why
generic itraconazole is not clinically appropriate for the member.

e Approval for onychomycosis will be for 6 months

Itraconazole for Systemic Fungal Infections
e lItraconazole, including Tolsura, for the treatment of systemic fungal infections is

allowed for a longer duration of therapy when the following is met:

Onychomycosis Page 2 of 5



MVP Health Care Medical Policy

o Chart notes are provided indicating the diagnosis being treated and
confirmed by culture results
o Prior use of terbinafine is not required for systemic fungal infections.
o Prior use of generic itraconazole is not required for systemic fungal
infections. Tolsura is not interchangeable with other itraconazole products.
e Approval will be for 12 months

Brand name Lamisil or Penlac

e The use of brand name Lamisil tablets or Penlac will require documentation of a
severe adverse event from the generic product.
e Quantity limits still apply.
e Approval will be for 12 months
Jublia

The use of Jublia may be covered for onychomycosis of the toenail if the member has:
e Documentation of a positive KOH test from a nail scraping or a positive
pathogenic fungal culture documenting the presence of hyphae consistent with a
dermatophyte or candida infection AND
e Documentation of a failure or contraindication with itraconazole therapy AND
e Documentation of a failure of a 48-week trial of ciclopirox 8%
e Approval will be for 12 months

Kerydin

The use of Kerydin may be covered for onychomycosis of the toenail when
e The member meets ALL the above criteria for Jublia AND
e Documentation of a failure of a 48-week trial of Jublia
e Approval will be for 12 months

Exclusions

e Combination therapy with more than one agent identified in this policy.
e Age, dosing, frequency and/or duration of therapy outside of FDA approved
package labeling

References

1. Lamisil® (terbinafine) Tablets. Prescribing Information. East Hanover, NJ: Novartis
Pharmaceuticals Corporation; April 2012.
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2. Sporanox® (itraconazole) Capsules/Oral Solution. Prescribing Information. Raritan,
NJ: Ortho-McNeil-Janssen Pharmaceuticals, Inc.; April 2012.

3. Penlac® Nail Lacquer (ciclopirox) Topical Solution. Prescribing Information.
Bridgewater, NJ: Sanofi Aventis US; July 2006.

4. Jublia® (efinaconazole) topical Solution, 10%. Prescribing Information. Bridgewater,
NJ: Valeant Pharmaceuticals LLC, February 2015

5. Kerydin® (tavaborole) topical solution, 5%. Prescribing Information. Palo Alto, CA:
Anacor Pharmaceuticals, Inc; February 2015

6. Tolsura (itraconazole capsules). Prescribing Information. Greenville, NC: Maybe
Pharma; December 2018.

7. Jublia® (efinaconazole) topical Solution, 10%. Prescribing Information. Bridgewater,
NJ: Valeant Pharmaceuticals LLC, July 2020.
8. Hainer, B. L. (2021). Onychomycosis: Current trends in diagnosis and

treatment. American Family Physician, 104(7), 359-366. Retrieved
from https://www.aafp.org/pubs/afp/issues/2021/1000/p359.html

Member Product

Medical Management Requirements*

New York Products

HMO Prior Auth
PPO in Plan Prior Auth
PPO OOP Prior Auth
POS in Plan Prior Auth
POS OOP Prior Auth
Essential Plan Prior Auth

MVP Medicaid Managed Care

Pharmacy benefit carved out to Medicaid FFS, Medical benefit Prior
Authorization

MVP Child Health Plus

Prior Auth

MVP Harmonious Health Care Plan

Pharmacy benefit carved out to Medicaid FFS, Medical benefit Prior
Authorization

MVP Complete Wellness

Refer to the MVP website for the Medicare Part B and Part D

MVP Medicare Preferred Gold HMO POS

Refer to the MVP website for the Medicare Part B and Part D policies.

MVP Medicare Secure HMO POS

Refer to the MVP website for the Medicare Part B and Part D policies.

MVP Medicare Secure Plus HMO POS

Refer to the MVP website for the Medicare Part B and Part D policies.

MVP Medicare WellSelect PPO

Refer to the MVP website for the Medicare Part B and Part D policies.

MVP Medicare WellSelect Plus PPO

Refer to the MVP website for the Medicare Part B and Part D policies.

MVP Medicare Patriot Plan PPO

Refer to the MVP website for the Medicare Part B and Part D policies.

MVP DualAccess D-SNP HMO

Refer to the MVP website for the Medicare Part B and Part D policies.

MVP DualAccess Complete D-SNP HMO

Refer to the MVP website for the Medicare Part B and Part D policies.

MVP DualAccess Plus D-SNP HMO

Refer to the MVP website for the Medicare Part B and Part D policies.

UVM Health Advantage Select PPO

Refer to the MVP website for the Medicare Part B and Part D policies.

USA Care PPO

Refer to the MVP website for the Medicare Part B and Part D policies.

Healthy NY Prior Auth
MVP Premier Prior Auth
MVP Premier Plus Prior Auth
MVP Premier Plus HDHP Prior Auth
MVP Secure Prior Auth
MVP EPO Prior Auth
MVP EPO HDHP Prior Auth
MVP PPO Prior Auth
MVP PPO HDHP Prior Auth
Student Health Plans Prior Auth
ASO See SPD

Vermont Products

Onychomycosis
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POS in Plan

Prior Auth

POS OOP

Prior Auth

MVP Medicare Preferred Gold HMO POS

Refer to the MVP website for the Medicare Part B and Part D policies.

MVP Medicare Secure Plus HMO POS

Refer to the MVP website for the Medicare Part B and Part D policies.

MVP VT HMO Prior Auth
MVP VT Plus HMO Prior Auth
MVP VT HDHP HMO Prior Auth
MVP VT Plus HDHP HMO Prior Auth
MVP Secure Prior Auth
ASO See SPD

requirements are the same as listed for HMO).

4 Note: Prior authorization requirements for HDHP products are the same as the base product (e.g. HDHP HMO auth

cases govern.

© 2025 MVP Health Plan, Inc. All rights reserved. Descriptions contained within MVP's Medical Policies are not a guarantee of
coverage. Each MVP Group or Subscriber Contract contains specific limitations, exclusions and requirements that may affect a Policy.
If there is any discrepancy between your Group or Subscriber Contract and a Policy, your Group or Subscriber Contract shall in all

*Medical Management Requirements
Prior Auth

Potential for Retrospective Review
Retro Review

Not Covered

See SPD

Onychomycosis

Prior Authorization Required

No Prior Authorization Required. May be subject to Retrospective Review.

Retrospective Review Required
Service is not a covered benefit.
See Specific Plan Design

Page 50of 5




V' 4
JIMVP

HEALTH CARE

MVP Health Care Medical Policy

Parsabiv
Type of Policy: Drug Therapy
Prior Approval Date: 04/01/2024
Approval Date: 04/01/2025
Effective Date: 06/01/2025

Related Policies: NA

Drug Requiring Prior Authorization (covered under the medical benefit)

JO606 Parsabiv , etelcalcetide, 0.1 mg injection

Overview

Parsabiv is indicated for the treatment of secondary hyperparathyroidism in adult
patients with chronic kidney disease on hemodialysis. It binds to calcium-sensing
receptors (CaSRs) and enhances activation of the receptors by extracellular calcium.
Activation of these receptors on parathyroid chief cells decreases PTH secretion.

Indications/Criteria

e Member has chronic kidney disease on hemodialysis

e Member has moderate to severe hyperparathyroidism, with a PTH (parathyroid
hormone) level of at least 400 pg/ml

e Corrected calcium level is at or above lower limit of normal (at least 8.3 mg/dl)

e Member is on stable doses of active vitamin D analogs or calcium supplements, or
phosphate binders

e Previous trial and failure, contraindication, or intolerance to cinacalcet (Sensipar)

e If switching from cinacalcet to Parsabiv, cinacalcet must be discontinued at least 7
days prior to starting Parsabiv; dual therapy is not a covered benefit

e Parsabiv is prescribed by or in consultation with an endocrinologist or nephrologist



e For members with heart failure and/or risk factors for upper gastrointestinal bleeding
(such as known gastritis, esophagitis, ulcers or severe vomiting), risks versus benefits
of therapy have been evaluated.

Initial approval will be for 6 months, continuation requests up to 12 months.

e For continuation of coverage, member must have at least a 30% reduction in PTH
levels from baseline

Exclusions
e Age, dose, frequency of dosing, and/or duration of therapy outside of FDA

approved package labeling
e For the treatment of parathyroid carcinoma, primary hyperparathyroidism, and
those with chronic kidney disease not on hemodialysis.
e Corrected serum calcium is less than the lower limit of normal for initial therapy
e Dual therapy with cinacalcet

References

1.Parsabiv (etelcalcetide) injection [Package Insert]. Thousand Oaks, CA: KAI
Pharmaceuticals, Inc; 2017. Revised 12/2019.

2. National Kidney Foundation. Secondary Hyperparathyroidism. [Internet]. 2017 [cited
2018 Sep 25]. Available from: https://www.kidney.org/atoz/content/secondary-
hyperparathyroidism.

3.Block GA, Bushinsky DA, Cunningham J, et al. Effect of Etelcalcetide vs Placebo on
Serum Parathyroid Hormone in Patients Receiving Hemodialysis with Secondary
Hyperparathyroidism. JAMA. 2017 Jan 10; 317(2):146-55.

4.Block GA, Bushinsky DA, Cheng S, et al. Effect of Etelcalcetide vs Cinacalcet on Serum
Parathyroid Hormone in Patients Receiving Hemodialysis with Secondary
Hyperparathyroidism. JAMA. 2017 Jan 10; 317(2):156-164.

5. Product Information: PARSABIV(R) intravenous injection, etelcalcetide intravenous
injection. Amgen Inc (per FDA), Thousand Oaks, CA, 2019.

Member Product Medical Management Requirements*
New York Products




HMO Prior Auth
PPO in Plan Prior Auth
PPO OOP Prior Auth
POS in Plan Prior Auth
POS OOP Prior Auth
Essential Plan Prior Auth

MVP Medicaid Managed Care

Pharmacy benefit carved out to Medicaid FFS, Medical benefit Prior
Authorization

MVP Child Health Plus

Prior Auth

MVP Harmonious Health Care Plan

Pharmacy benefit carved out to Medicaid FFS, Medical benefit Prior
Authorization

MVP Complete Wellness

Refer to the MVP website for the Medicare Part B and Part D

MVP Medicare Preferred Gold HMO POS

Refer to the MVP website for the Medicare Part B and Part D policies.

MVP Medicare Secure HMO POS

Refer to the MVP website for the Medicare Part B and Part D policies.

MVP Medicare Secure Plus HMO POS

Refer to the MVP website for the Medicare Part B and Part D policies.

MVP Medicare WellSelect PPO

Refer to the MVP website for the Medicare Part B and Part D policies.

MVP Medicare WellSelect Plus PPO

Refer to the MVP website for the Medicare Part B and Part D policies.

MVP Medicare Patriot Plan PPO

Refer to the MVP website for the Medicare Part B and Part D policies.

MVP DualAccess D-SNP HMO

Refer to the MVP website for the Medicare Part B and Part D policies.

MVP DualAccess Complete D-SNP HMO

Refer to the MVP website for the Medicare Part B and Part D policies.

MVP DualAccess Plus D-SNP HMO

Refer to the MVP website for the Medicare Part B and Part D policies.

UVM Health Advantage Select PPO

Refer to the MVP website for the Medicare Part B and Part D policies.

USA Care PPO

Refer to the MVP website for the Medicare Part B and Part D policies.

Healthy NY Prior Auth
MVP Premier Prior Auth
MVP Premier Plus Prior Auth
MVP Premier Plus HDHP Prior Auth
MVP Secure Prior Auth
MVP EPO Prior Auth
MVP EPO HDHP Prior Auth
MVP PPO Prior Auth
MVP PPO HDHP Prior Auth
Student Health Plans Prior Auth
ASO See SPD
Vermont Products

POS in Plan Prior Auth
POS OOP Prior Auth

MVP Medicare Preferred Gold HMO POS

Refer to the MVP website for the Medicare Part B and Part D policies.

MVP Medicare Secure Plus HMO POS

Refer to the MVP website for the Medicare Part B and Part D policies.

MVP VT HMO Prior Auth
MVP VT Plus HMO Prior Auth
MVP VT HDHP HMO Prior Auth
MVP VT Plus HDHP HMO Prior Auth
MVP Secure Prior Auth
ASO See SPD

4 Note: Prior authorization requirements for HDHP products are the same as the base product (e.g. HDHP HMO auth

requirements are the same as listed for HMO).

© 2025 MVP Health Plan, Inc. All rights reserved. Descriptions contained within MVP's Medical Policies are not a guarantee of
coverage. Each MVP Group or Subscriber Contract contains specific limitations, exclusions and requirements that may affect a
Policy. If there is any discrepancy between your Group or Subscriber Contract and a Policy, your Group or Subscriber Contract

shall in all cases govern.

*Medical Management Requirements
Prior Auth

Potential for Retrospective Review
Retro Review

Not Covered

See SPD

Prior Authorization Required

No Prior Authorization Required. May be subject to Retrospective Review.
Retrospective Review Required

Service is not a covered benefit.

See Specific Plan Design
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Preventive Care
Drug List

Preventive care drugs are medications that the MVP Pharmacy & Therapeutics
(P&T) Committee has determined may prevent the onset or recurrence of a disease
or condition when taken correctly.

High-Deductible Health Plans (HDHPs) may For drugs on this list that have a generic equivalent,
provide benefits only after a deductible has been the member will be responsible for an additional
met. However, Federal regulations allow safe cost-share if there is a difference in cost between
harbor coverage for qualifying preventive services the brand and the generic drug. Some plans do not
and medications (those listed below) prior to the cover brand drugs when a genericis available.

deductible being met. The preventive safe harbor
does not include any drug or medication used to
treat an existingillness, injury, or condition. A rider
to allow this preventive coverage is required.

If you need more information about the content of
this list, contact the MVP Customer Care Center at
the number listed on the back of your MVP Member
ID card.

Medications on the Preventive Care Drug List

are subject to Formulary and Tier status as well

as pharmacy management programs such as

prior authorization, step therapy, brand/generic

difference pricing, and/or quantity limits. Visit

mvphealthcare.com/prescriptions and refer to

the Prescription Drug Formulary for more detailed

information about coverage and Tier information.

This list is not a guarantee of coverage. Your
specific plan documents determine your benefits,
limitations, and exclusions. While every effort has
been made to ensure accuracy, some information
may be out of date. The Preventive Care Drug List is
subject to change based on decisions made by the
P&T Committee.

MVPCOMMO0184 (01/2024) ©2024 MVP Health Care
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Anticoagulants/Antiplatelets

ANTICOAGULANTS

PLATELET AGGREGATION INHIBITORS

warfarin anagrelide dipyridamole ext-rel/ EFFIENT

Jantoven cilostazol aspirin PLAVIX

ELIQUIS clopidogrel prasugrel PLETAL

XARELTO dipyridamole AGRYLIN YOSPRALA
BRILINTA ZONTIVITY

Anticonvulsants

carbamazepine phenobarbital DEPAKOTE ER QUDEXY XR

carbamazepine ext-rel topiramate DEPAKENE SOLN SUBVENITE

divalproex sodium topiramate ext-rel DIACOMIT TEGRETOL

delayed-rel valproic acid EPRONTIA TEGRETOL-XR

divalproex sodiumext-rel  Epitol FINTEPLA TOPAMAX

felbamate CARBATROL LAMICTAL TROKENDI XR

lamotrigine DEPAKOTE LAMICTAL XR

lamotrigine ext-rel

Cardiovascular Conditions—Other

ANTIARRHYTHMIC AGENTS

amiodarone sotalol BETAPACE

flecainide Pacerone

Coronary Artery Disease

ANTIHYPERLIPIDEMICS COMBINATION

atorvastatin omega-3-acid ethyl esters ~ JUXTAPID ANTIHYPERLIPIDEMICS

cholestyramine pravastatin LESCOL XL amlodipine/atorvastatin

colesevelam rosuvastatin LIPITOR ezetimibe/simvastatin

colestipol simvastatin LIPOFEN CADUET

ezetimibe Niacor LIVALO VYTORIN

fenofibrate Prevalite LOPID

fenofibrate micronized ANTARA LOVAZA

fenofibric acid ATORVALIQ QUESTRAN LIGHT

fenofibric acid delayed-rel ~ COLESTID TRICOR

fluvastatin CRESTOR TRILIPIX

fluvastatin ext-rel EZALLOR SPRINKLE VASCEPA

gemfibrozil FENOFIBRICACID WELCHOL

icosapent ethyl FENOGLIDE ZETIA

lovastatin FIBRICOR ZOCOR

niacin ext-rel FLOLIPID ZYPITAMAG

Some strengths or dosage forms may not be included in the Preventive Therapy Drug List and certain products or categories may not be covered,
regardless of their appearance in this document. Please check with your plan provider should you have any questions about coverage.

Please note: This list represents brand productsin CAPS, branded generics in upper- and lowercase italics or all uppercaseitalics, and generic productsin

all lowercaseitalics.
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Diabetes

DIAGNOSTIC AGENTS

INJECTABLE DIABETES

ORAL DIABETES AGENTS

AND SUPPLIES AGENTS acarbose INVOKAMET
alcohol swabs/skin ADMELOG alogliptin/metformin INVOKAMET XR
cleanser APIDRA diazoxide INVOKANA
BLOOD GLUCOSE BASAGLAR glimepiride JANUMET
MONITORS—ALL BYDUREON BCISE glipizide JANUMET XR
E'L-EOD GLUCOSE STRIPS— ByETTA glipizide ext-rel JANUVIA
CONTROL SOLUTIONS FIASP gl/p/Z/c{e/metform/n JARDIANCE

HUMALOG glyburide JENTADUETO
INSULIN DELIVERY . . .
DEVICES HUMULIN glyburide micronized JENTADUETO XR
INSULIN SYRINGES, INSULIN ASPART glyburide/metformin KAZANO
INFUSION SETS, AND INSULIN DEGLUDEC metformin RIOMET
NEEDLES—ALL INSULIN GLARGINE metformin ext-rel RYBELSUS
KETONE BLOOD TEST INSULIN LISPRO miglitol SYNJARDY
STRIPS—ALL LANTUS nateglinide SYNJARDY XR
LANCETS, LANCET LEVEMIR pioglitazone TRADJENTA
DEVICES LYUMJEV pioglitazone/glimepiride TRIJARDY XR
URINETESTING STRIPS—  MOUNJARO pioglitazone/metformin XIGDUO XR
ALL MYXREDLIN repaglinide
Over-the-Counter (OTC) products
require a prescription. Coverage may NOVOLIN ACTOPLUS MET
vary by plan. NOVOLOG ACTOS
INHALED DIABETES OZEMPIC AMARYL
AGENTS REZVOGLAR CYCLOSET
AFREZZA SEMGLEE DUETACT

SOLIQUA FARXIGA

SYMLINPEN GLUCOTROL XL

TOUJEO GLUMETZA

TRESIBA GLYNASE

TRULICITY GLYXAMBI

VICTOZA
Hypertension

ACE INHIBITORS/ANGIOTENSIN Il RECEPTORANTAGONISTS AND COMBINATION AGENTS

amlodipine/benazepril
benazepril

benazepril/
hydrochlorothiazide

candesartan

candesartan/
hydrochlorothiazide

captopril
enalapril

enalapril/
hydrochlorothiazide
fosinopril
fosinopril/
hydrochlorothiazide
irbesartan

irbesartan/
hydrochlorothiazide

lisinopril

lisinopril/
hydrochlorothiazide
losartan

losartan/
hydrochlorothiazide

moexipril
olmesartan

olmesartan/
hydrochlorothiazide

perindopril
quinapril

quinapril/
hydrochlorothiazide
ramipril
telmisartan

telmisartan/
hydrochlorothiazide

trandolapril

Please note: This list represents brand productsin CAPS, branded generics in upper- and lowercase italics or all uppercaseitalics, and generic productsin

all lowercaseitalics.
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Hypertension continued.

trandolapril/verapamil
ext-rel

valsartan

valsartan/
hydrochlorothiazide

ACCUPRIL
ACCURETIC
ALTACE
ATACAND
AVALIDE
AVAPRO
BENICAR
BENICARHCT
COZAAR
DIOVAN
DIOVAN HCT
EDARBI
EDARBYCLOR
EPANED
HYZAAR
LOTENSIN
LOTENSIN HCT
LOTREL
MICARDIS
MICARDIS HCT
PRESTALIA
QBRELIS
VALSARTAN
VASERETIC
VASOTEC
ZESTORETIC
ZESTRIL

BETA-BLOCKERS AND
COMBINATION AGENTS
acebutolol

atenolol
atenolol/chlorthalidone
betaxolol

bisoprolol

bisoprolol/
hydrochlorothiazide

carvedilol

carvedilol phosphate ext-
rel

labetalol
metoprolol

metoprolol succinate ext-
rel

metoprolol/
hydrochlorothiazide

nadolol
nebivolol
pindolol
propranolol
propranolol ext-rel
timolol maleate
BYSTOLIC
COREG
COREGCR
CORGARD
LOPRESSOR
TENORETIC
TENORMIN
TOPROL-XL
TRANDATE
ZIAC

CALCIUM CHANNEL
BLOCKERS AND
COMBINATION AGENTS
amlodipine
diltiazem
diltiazem ext-rel
diltiazem XR
felodipine ext-rel
isradipine
nicardipine
nifedipine
nifedipine ext-rel
nimodipine
nisoldipine ext-rel
verapamil
verapamil ext-rel
Cartia XT

Dilt-XR

Matzim LA
Nifediac CC

Taztia XT
CARDIZEM

CARDIZEM CD
CARDIZEM LA
KATERZIA
NORLIQVA
NORVASC
NYMALIZE
PROCARDIA XL
SULAR

TIAZAC
VERAPAMIL ER
VERELAN
VERELAN PM

DIURETICS
amiloride

amiloride/
hydrochlorothiazide

bumetadine
chlorthalidone
furosemide oral solution
hydrochlorothiazide
indapamide
metolazone
spironolactone

spironolactone/
hydrochlorothiazide

torsemide
triamterene

triamterene/
hydrochlorothiazide

ALDACTONE
ALDACTAZIDE
BUMEX
DIURIL
DYRENIUM
LASIX
MAXZIDE

OTHER
ANTIHYPERTENSIVE
AGENTS

aliskiren
amlodipine/olmesartan
amlodipine/telmisartan
amlodipine/valsartan

amlodipine/valsartan/
hydrochlorothiazide

clonidine

clonidine transdermal
doxazosin

eplerenone
guanfacine
hydralazine
isoxsuprine
methyldopa

olmesartan/amlodipine/
hydrochlorothiazide

prazosin
terazosin

AZOR
CARDURA
CATAPRES-TTS
EXFORGE
EXFORGE HCT
TEKTURNA
TEKTURNAHCT
TRIBENZOR

SUPPLIES

BLOOD PRESSURE
MONITORING—
ACCESSORIES, DEVICE,
KIT

Over-the-Counter (OTC) products
require a prescription. Coverage may
vary by plan.

Please note: This list represents brand productsin CAPS, branded generics in upper- and lowercase italics or all uppercaseitalics, and generic productsin

all lowercaseitalics.
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Mental Health
ANTIDEPRESSANTS venlafaxine ext-rel ANTIPSYCHOTICS CLOZARIL
amitriptyline vilazodone aripiprazole EQUETRO
amoxapine ANAFRANIL asenapine FANAPT
bupropion CELEXA chlorpromazine GEODON
bupropion ext-rel CYMBALTA clozapine HALDOL DECANOATE
citalopram DESVENLAFAXINE ER fluphenazine INVEGA
desipramine EFFEXORXR haloperidol INVEGA SUSTENNA
desvenlafaxine ext-rel EMSAM haloperidol lactate INVEGA TRINZA
doxepin FETZIMA lithium carbonate LATUDA
duloxetine delayed-rel FLUOXETINE 60 mg loxapine LITHOBID
escitalopram FORFIVO XL lurasidone LYBALVI
fluoxetine LEXAPRO olanzapine PERSERIS
fluoxetine delayed-rel NARDIL olanzapine orally REXULTI
imipramine HCl NORPRAMIN disintegrating tabs RISPERDAL
imipramine pamoate PAMELOR paliperidone RISPERDAL CONSTA
mirtazapine PARNATE perphenazine SAPHRIS
Nefazodone PAXIL quetiapine SEROQUEL
nortriptyline PAXIL CR quetiapine ext-rel SEROQUEL XR
olanzapine/fluoxetine PEXEVA risperidone VERSACLOZ
paro)(etine HCl PRISTIQ thioridazine VRAYLAR
paroxetine HCl ext-rel PROZAC thiothixene ZYPREXA
phenelzine REMERON trifluoperazine ZYPREXA ZYDIS
protriptyline SERTRALINE ziprasidone OBSESSIVE
sertraline SYMBYAX ABILIFY COMPULSIVE DISORDER
tranylcypromine TRINTELLIX ABILIFY ASIMTUFII clomipramine
trazodone WELLBUTRIN SR ABILIFY MAINTENA fluvoxamine
trjmipram/'ne ZOLOFT ABILIFY MYCITE fluvoxamine ext-rel
venlafaxine ARISTADA
Osteoporosis
alendronate risedronate FORTEO TERIPARATIDE
calcitonin ACTONEL FOSAMAX TYMLOS
calcitonin/salmon ATELVIA FOSAMAXPLUSD
ibandronate BINOSTO MIACALCIN NASAL SPRAY
raloxifene EVISTA PROLIA
Preventive Care Services
AGENTS FOR CHEMICAL DEPENDENCY
acamprosate calcium buprenorphine/naloxone naltrexone ZUBSOLV
buprenorphine sublingual ~ sublingual SUBOXONE FILM

disulfiram VIVITROL

Please note: This list represents brand productsin CAPS, branded generics in upper- and lowercase italics or all uppercaseitalics, and generic productsin

all lowercaseitalics.
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Respiratory Disorders

RESPIRATORY AGENTS
albuterol inh solution
arformoterol inh soln
budesonide suspension
budesonide/formoterol

fluticasone furoate/
vilanterol ellipta

fluticasone propionate HFA
fluticasone/salmeterol
ipratropium inh solution
levalbuterol inh soln
montelukast
terbutaline

zafirlukast

Zileuton ext-rel

Breyna

Wixela Inhub
ACCOLATE

ADVAIR

ADVAIR HFA

AIRDUO RESPICLICK

ANORO ELLIPTA
ARMONAIR DIGIHALER
ARNUITY ELLIPTA
ASMANEXHFA
BROVANA

BREO ELLIPTA
FLOVENT DISKUS
FLOVENT HFA
INCRUSE ELLIPTA
PULMICORT
PULMICORT FLEXHALER
QVAR REDIHALER
SEREVENT DISKUS
SINGULAIR
SPRIVAHANDIHALER
SPIRIVARESPIMAT 1.25
mcg

STIOLTO

SYMBICORT

XOPENEX

ZYFLO

SUPPLIES
PEAK FLOW METERS

DENTAL CARIES
PREVENTION

PEDIATRIC
MULTIVITAMINS

WITH FLUORIDE—ALL
MARKETED PRODUCTS

IMMUNOSUPPRESSIVE
AGENTS

cyclosporine caps
everolimus
mycophenolate mofetil

mycophenolate sodium
delayed-rel

sirolimus
tacrolimus
Gengraf
ASTAGRAF XL
CELLCEPT
ENVARSUS XR

MYFORTIC
NEORAL
PROGRAF
RAPAMUNE
SANDIMMUNE
ZORTRESS

PRENATAL VITAMINS
PRENATAL VITAMINS

Please note: This list represents brand productsin CAPS, branded generics in upper- and lowercase italics or all uppercaseitalics, and generic productsin

all lowercaseitalics.
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MVP Health Care Medical Policy

Preventive Services - Medication

Type of Policy: Drug Therapy
Prior Approval Date: 07/01/2024
Approval Date: 04/01/2025
Effective Date: 06/01/2025

Related Policies: Quantity Limits for Prescription Drugs

Drugs Requiring Prior Authorization

Overview

Beginning in 2010, the Departments of Health and Human Services (HHS), Labor, and
Treasury has issued regulations requiring new plans and issuers to cover certain
preventive services without any cost-sharing for the enrollee when delivered by in-
network providers. These services are recommended by the U.S. Preventive Services
Task Force (USPTF).

Indications/Criteria

Medications listed in the table below will be covered at no cost share when criteria are
met.

Table 1.
Item / Quantity USPTF Criteria Coverage is provided as follows:
Aspirin Use of aspirin by: e Age limit 12-49 (preeclampsia)
e Quantity Limit of 100 units/fill
e Persons who are at high e Generics only
risk for preeclampsia after | ¢  Single ingredient OTC dosages
12 weeks of gestation. of 81mg
e 81mg per day
Folic Acid « Daily supplement e Age limit £ 55
recommended for persons who | ¢  Quantity Limit of 100 units/fill
are planning or capable of e Generics only
pregnancy. e Single ingredient OTC dosages
e Dose 0.4 to 0.8 mg per day 0.4mg or 0.8mg
Fluoride « For preschool children (age > | o Age limit < 6 years
6 mos and <6 yr) w/ low e Brand and generics
fluoride exposure (water source | »  Single ingredient oral dosages
deficient of fluoride), primary < 0.5mg

Preventive Medications
Page 1 of 4
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care physicians should
prescribe oral fluoride
supplements

Counseling and
Intervention for
Tobacco Use (30 days
supply per month*)

« Counseling and intervention
for tobacco use for all adults

« For non-pregnant adults (>18
years) available therapy
includes nicotine replacement
therapy (gum, lozenge, patch,
inhaler and nasal spray) and
sustained release bupropion &
varenicline.

Quantity Limit of 168-day
supply per year

Generic only nicotine
replacement products
Generic only bupropion
OTC and Rx products

Bowel Preparation
Medications

Screening for colorectal cancer
using fecal occult blood
testing, sigmoidoscopy or
colonoscopy, in adults,
beginning at age 45 years and
continuing until age 75 years

Age limit 45 through 75 years
Rx products only

Select generics and single-
source brands

Contraceptives

Provide coverage for oral,
injectable, vaginal, topical,
implantable, OTC and
emergency contraceptives
(including male condoms,
female condoms, barrier
methods, vaginal sponge,
spermicides)

Rx and OTC products
Generics and single source
brands

Quantity Limit for injectable
products (1/75 days, 4/300
days)

Quantity Limit for
implantable=1/300 days
Quantity Limit for IUD (1/300
days)

Quantity Limit for vaginal ring
(13/300 days)

Quantity Limit for diaphragms
and caps (1/300 days)

Raloxifene tamoxifen,
anastrozole, and
exemestane

The USPSTF recommends that
clinicians offer to prescribe
risk-reducing medications, such
as tamoxifen, raloxifene, or
aromatase inhibitors
(anastrozole and exemestane),
to women who are at increased
risk for breast cancer and at
low risk for adverse medication
effects

Age 35 and older
Generics only

Low to moderate
dose statins

Low to moderate dose statins
to prevent Cardiovascular
Disease (CVD) events and
mortality in adults 40 to 75
with no history of CVD with 1
or more CVD risk factors

Age limit 40 to 75 years
Generics only:
Atorvastatin 10-20mg
Fluvastatin 20-40mg
Fluvastatin ER 80mg
Lovastatin 10-40mg
Pravastatin 10-80mg

Preventive Medications
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Rosuvastatin 5-10mg
Simvastatin 5-40mg

Preexposure The USPSTF recommends that | ¢ Medications approved for
Prophylaxis (PrEP) clinicians offer pre-exposure PreP:
prophylaxis (PrEP) with o Emtricitabine/tenofovir
effective antiretroviral therapy disoproxil fumarate
to persons who are at high risk (generic Truvada)
of HIV acquisition. o Truvada (brand name

requires prior
authorization)

o Descovy
o Apretude
Type 2 Diabetes The USPSTF recommends e Age limit 35 to 70 years old

screening for prediabetes and | ¢  Metformin 850mg (generic)
type 2 diabetes in adults aged | ¢« Member has no claim for an

35 to 70 years who have anti-diabetic agent in their
overweight or obesity. history (other than metformin
Clinicians should offer or refer 850mg) in the past 180 days.

patients with prediabetes to
effective preventive
interventions

* or smallest package size available meeting this criteria.

Additional criteria are met:
e A prescription for both legend and OTC items must be written by a provider
licensed to prescribe medications and obtained at a participating pharmacy.

Coverage is provided for a maximum of a 30 days supply per month or as indicated in
Table 1.

Medicare Variation
Policy does not apply to Medicare.

Medicaid Variation
Policy does not apply to Medicaid

Exclusions

e Preventive drugs not listed in this policy.

Preventive Medications Page 3 of 4
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Combination products containing the listed item are not covered under this
policy. Brand name and combination prescription drugs may be covered at the
applicable member copayment.
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MVP Health Care Medical Policy

Remestemcel

Type of Policy: Medical therapy (administered by the pharmacy department)

Prior Approval Date: NA
Approval Date: 07/01/2025
Effective Date: 07/01/2025
Related Policies: NA

Refer to the MVP Medicare website for the Medicare Part D formulary and Part D
policies.

Drugs Requiring Prior Authorization under the medical benefit

J3590 Ryoncil (remestemcel-L-rknd, intravenous, injection)

Overview

Ryoncil (remestemcel-L-rknd) is an allogeneic bone marrow-derived mesenchymal
stromal cell (MSC) therapy indicated for the treatment of steroid-refractory acute graft
versus host disease (SR-aGvHD) in pediatric patients 2 months of age and older.

GvD is a complication that may occur after receiving a transplant of donor stem cells
(allogeneic transplant). The donated stem cell (graft) sees the patient’s cells (host) as a
threat. The donated stem cells attack the patients’ cells which leads to complications.
The complications can range from mild (such as rash/itching) to life threatening. GvD is
fatal for more than 10% of patients. Acute GvD occurs soon after transplant, within the
first 100 days whereas Chronic GvD appears at any time and generally within 2 years.

Indications/Criteria
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A. Acute Graft-Versus-host Disease (aGVHD)

Ryoncil may be considered for coverage when:

Member has a diagnosis of Acute Graft-Versus-host Disease (aGVHD)
AND

Member is aged 2 months to <17 years old AND

Prescribed by or in consultation with an oncologist, hematologist or bone
marrow transplant specialist AND

Documentation that the member has steroid refractory disease AND

Documentation that the member is negative for human immunodeficiency
virus (HIV) AND

Documentation that the member is negative for active hepatitis B or C
virus infection within 3 months prior to screening AND

Documentation that the member does not have evidence of severe
hepatic VOD (hepatic veno-occlusive disease) requiring treatment or
sinusoidal obstruction AND

Documentation that the member has a glomerular filtration rate (GFR)
>30mL/min AND

Member does not have skin-only involvement or evidence of
encephalopathy or diffuse alveolar hemorrhage or other active pulmonary
disease; AND

Provider attestation that the member does not have a known
hypersensitivity to dimethyl sulfoxide (DMSO) or porcine and bovine
proteins; AND

Member is post-allogeneic stem cell transplant
o Note: Symptoms of aGVHD typically appear before day 100; AND

For members 12 years and older, documentation indicating that the

member has had an inadequate response to an adequate trial of, or
contraindication or intolerance to ruxolitinib

Page 2 of 6



MVP Health Care Medical Policy

o Criteria and use of this agent must follow the FDA package label and,
when available, the National Comprehensive Cancer Network (NCCN)
Clinical Practice Guidelines in Oncology. MVP reserves the right to deviate
from the NCCN guidelines if new safety information becomes available
prior to updated NCCN guidelines. The NCCN guidelines may be accessed
at www.nccn.org

o The National Comprehensive Cancer Network (NCCN) guidelines for
Hematopoietic Cell Transplantation (version 2.2025 June 3, 2025) do
not address Ryoncil.

Initial approval will be for 8 infusions within 1 month

Requests for replacement due to lost or damaged product will not be covered.
Coverage is contingent on eligibility at the time of infusion.

Extension requests
e Treatment with four additional (weekly) doses may be approved when the
following criteria is met:
o Documentation that the member has experienced a partial response or a
mixed response.
= Partial response is defined as organ improvement of at least one
stage without worsening in any other organ.
* Mixed response is defined as improvement of at least one evaluable
organ with worsening in another organ
e Treatment with eight additional (twice weekly) doses may be approved when the
following criteria is met:
o Documentation that the member is experiencing an aGVHD flare after
achieving a complete response
e Ryoncil for more than 12 doses total will be reviewed on a case-by-case basis
e Requests for replacement due to lost or damaged product will not be covered.
Coverage is contingent on eligibility at the time of infusion.

Recommended Treatment Based on Day 28 Response

Response Recommendation

Complete Response (CR) No further treatment with Ryoncil

Partial or Mixed Response Repeat administration of Ryoncil once a
week for an additional 4 weeks (4 infusions
total)

No Response Consider alternative treatments
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Recurrence of GvHD after CR Repeat administration of Ryoncil twice a

week for an additional 4 consecutive weeks
(8 infusions total)

Exclusions

The use of remestemcel will not be covered for the following situations:

Renewals/extensions for members who experience a complete response or no
response

Age, dose, frequency of dosing, and/or duration of therapy outside of FDA
approved package labeling

Member has received HSCT transplant for a solid tumor disease or currently
being treated for a solid tumor malignancy

Member has a diagnosis of pulmonary hypertension or heart failure

References

1.

Mesoblast, Inc. (2023). Ryoncil (remestemcel-L) prescribing information [PDF].
Revised January 2025. Ryoncil prescribing-information.pdf

ClinicalTrials.gov. NCT02336230. A Single-arm, Prospective Study of
Remestemcel-L, Ex-vivo Culture-Expanded Adult Human Mesenchymal Stromal
Cells, for the Treatment of Pediatric Patients Who Have Failed to Respond to
Steroid Treatment for Acute GVHD.

ClinicalTrials.gov. ClinicalTrials.gov. NCT00366145. A Phase Ill, Randomized,
Double Blind, Placebo-Controlled Study to Evaluate the Efficacy and Safety of
Prochymal ® (Ex-vivo Cultured Adult Human Mesenchymal Stem Cells) Infusion
for the Treatment of Patients Who Have Failed to Respond to Steroid Treatment
for Acute GVHD. | ClinicalTrials.gov.

National Comprehensive Cancer Network. NCCN Clinical Practice Guidelines in
Oncology: Hematopoietic Cell Transplantation. Version 1.2025. Available
at: https://www.nccn.org/guidelines/guidelines-detail?category=3&id=1501

NCT02336230: A Single-arm, Prospective Study of Remestemcel-L, Ex-vivo
Culture-Expanded Adult Human Mesenchymal Stromal Cells, for the Treatment of
Pediatric Patients Who Have Failed to Respond to Steroid Treatment for Acute
GVHD
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Member Product

Medical Management Requirements*

New York Products

HMO Prior Auth
PPO in Plan Prior Auth
PPO OOP Prior Auth
POS in Plan Prior Auth
POS OOP Prior Auth
Essential Plan Prior Auth

MVP Medicaid Managed Care

Pharmacy benefit carved out to Medicaid FFS, Medical benefit Prior
Authorization

MVP Child Health Plus

Prior Auth

MVP Harmonious Health Care Plan

Pharmacy benefit carved out to Medicaid FFS, Medical benefit Prior
Authorization

MVP Complete Wellness

Refer to the MVP website for the Medicare Part B and Part D policies.

MVP Medicare Preferred Gold HMO POS

Refer to the MVP website for the Medicare Part B and Part D policies.

MVP Medicare Secure HMO POS

Refer to the MVP website for the Medicare Part B and Part D policies.

MVP Medicare Secure Plus HMO POS

Refer to the MVP website for the Medicare Part B and Part D policies.

MVP Medicare WellSelect PPO

Refer to the MVP website for the Medicare Part B and Part D policies.

MVP Medicare WellSelect Plus PPO

Refer to the MVP website for the Medicare Part B and Part D policies.

MVP Medicare Patriot Plan PPO

Refer to the MVP website for the Medicare Part B and Part D policies.

MVP DualAccess D-SNP HMO

Refer to the MVP website for the Medicare Part B and Part D policies.

MVP DualAccess Complete D-SNP HMO

Refer to the MVP website for the Medicare Part B and Part D policies.

MVP DualAccess Plus D-SNP HMO

Refer to the MVP website for the Medicare Part B and Part D policies.

UVM Health Advantage Select PPO

Refer to the MVP website for the Medicare Part B and Part D policies.

USA Care PPO

Refer to the MVP website for the Medicare Part B and Part D policies.

Healthy NY Prior Auth
MVP Premier Prior Auth
MVP Premier Plus Prior Auth
MVP Premier Plus HDHP Prior Auth
MVP Secure Prior Auth
MVP EPO Prior Auth
MVP EPO HDHP Prior Auth
MVP PPO Prior Auth
MVP PPO HDHP Prior Auth
Student Health Plans Prior Auth
ASO See SPD
Vermont Products

POS in Plan Prior Auth
POS OOP Prior Auth

MVP Medicare Preferred Gold HMO POS

Refer to the MVP website for the Medicare Part B and Part D policies.

MVP Medicare Secure Plus HMO POS

Refer to the MVP website for the Medicare Part B and Part D policies.

MVP VT HMO

Prior Auth
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MVP VT Plus HMO Prior Auth
MVP VT HDHP HMO Prior Auth
MVP VT Plus HDHP HMO Prior Auth
MVP Secure Prior Auth
ASO See SPD

¢ Note: Prior authorization requirements for HDHP products are the same as the base product (e.g. HDHP HMO auth requirements
are the same as listed for HMO).

© 2025 MVP Health Plan, Inc. All rights reserved. Descriptions contained within MVP's Medical Policies are not a guarantee of coverage. Each
MVP Group or Subscriber Contract contains specific limitations, exclusions and requirements that may affect a Policy. If there is any discrepancy
between your Group or Subscriber Contract and a Policy, your Group or Subscriber Contract shall in all cases govern.

*Medical Management Requirements

Prior Auth Prior Authorization Required

Potential for Retrospective Review No Prior Authorization Required. May be subject to Retrospective Review.
Retro Review Retrospective Review Required

Not Covered Service is not a covered benefit.

See SPD See Specific Plan Design
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Medicare Part B: Remestemcel

Type of Policy: Medical therapy (administered by the pharmacy department)

Prior Approval Date: NA
Approval Date: 07/01/2025
Effective Date: 07/01/2025
Related Policies: NA

Refer to relevant CMS LCDs/NCDs/Policy Articles for most up to date Medicare Part B
guidance if available.

Refer to the MVP Medicare website for the Medicare Part D formulary and Part D
policies.

Drugs Requiring Prior Authorization under the medical benefit

J3590 Ryoncil (remestemcel-L-rknd, intravenous, injection)

Overview

Ryoncil (remestemcel-L-rknd) is an allogeneic bone marrow-derived mesenchymal
stromal cell (MSC) therapy indicated for the treatment of steroid-refractory acute graft
versus host disease (SR-aGvHD) in pediatric patients 2 months of age and older.

GvD is a complication that may occur after receiving a transplant of donor stem cells
(allogeneic transplant). The donated stem cell (graft) sees the patient’s cells (host) as a
threat. The donated stem cells attack the patients’ cells which leads to complications.
The complications can range from mild (such as rash/itching) to life threatening. GvD is
fatal for more than 10% of patients. Acute GvD occurs soon after transplant, within the
first 100 days whereas Chronic GvD appears at any time and generally within 2 years.

Indications/Criteria
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A. Acute Graft-Versus-host Disease (aGVHD)

Ryoncil may be considered for coverage when:

Member has a diagnosis of Acute Graft-Versus-host Disease (aGVHD)
AND

Member is aged 2 months to <17 years old AND

Prescribed by or in consultation with an oncologist, hematologist or bone
marrow transplant specialist AND

Documentation that the member has steroid refractory disease AND

Documentation that the member is negative for human immunodeficiency
virus (HIV) AND

Documentation that the member is negative for active hepatitis B or C
virus infection within 3 months prior to screening AND

Documentation that the member does not have evidence of severe
hepatic VOD (hepatic veno-occlusive disease) requiring treatment or
sinusoidal obstruction AND

Documentation that the member has a glomerular filtration rate (GFR)
>30mL/min AND

-Member does not have skin-only involvement or evidence of
encephalopathy or diffuse alveolar hemorrhage or other active pulmonary
disease, which is likely to require more than 2L of oxygen via face mask, or
an estimated fractional inspired oxygen concentration (FiO2) of 28% via
other delivery methods in order to sustain an O2 saturation of 92%; AND

e Provider attestation that the member does not have a known

hypersensitivity to dimethyl sulfoxide (DMSO) or porcine and bovine
proteins; AND

Member is post-allogeneic stem cell transplant
o Note: Symptoms of aGVHD typically appear before day 100; AND
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e For members 12 years and older, documentation indicating that the
member has had an inadequate response to an adequate trial of, or
contraindication or intolerance to ruxolitinib

o Criteria and use of this agent must follow the FDA package label and,
when available, the National Comprehensive Cancer Network (NCCN)
Clinical Practice Guidelines in Oncology. MVP reserves the right to deviate
from the NCCN guidelines if new safety information becomes available
prior to updated NCCN guidelines. The NCCN guidelines may be accessed
at www.nccn.org

o The National Comprehensive Cancer Network (NCCN) guidelines for
Hematopoietic Cell Transplantation (version 2.2025 June 3, 2025) do
not address Ryoncil.

Initial approval will be for 8 infusions within 1 month

Requests for replacement due to lost or damaged product will not be covered.
Coverage is contingent on eligibility at the time of infusion.

Extension requests
e Treatment with four additional (weekly) doses may be approved -when the
following criteria is met:
o Documentation that the member has experienced a partial response or a
mixed response.
= Partial response is defined as organ improvement of at least one
stage without worsening in any other organ.
* Mixed response is defined as improvement of at least one evaluable
organ with worsening in another organ
e Treatment with eight additional (twice weekly) doses may -be approved when the
following criteria is met:
o Documentation that the member is experiencing an aGVHD flare after
achieving a complete response
e Ryoncil for more than 12 doses total will be reviewed on a case-by-case basis
e Requests for replacement due to lost or damaged product will not be covered.
Coverage is contingent on eligibility at the time of infusion.

Recommended Treatment Based on Day 28 Response

Response Recommendation

Complete Response (CR) No further treatment with Ryoncil
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Partial or Mixed Response Repeat administration of Ryoncil once a
week for an additional 4 weeks (4 infusions
total)

No Response Consider alternative treatments

Recurrence of GvHD after CR Repeat administration of Ryoncil twice a

week for an additional 4 consecutive weeks
(8 infusions total)

Exclusions

The use of remestemcel will not be covered for the following situations:

Renewals/extensions for members who experience a complete response or no
response

Age, dose, frequency of dosing, and/or duration of therapy outside of FDA
approved package labeling

Member has received HSCT transplant for a solid tumor disease or currently
being treated for a solid tumor malignancy

Member has a diagnosis of pulmonary hypertension or heart failure

References

1.

Mesoblast, Inc. (2023). Ryoncil (remestemcel-L) prescribing information [PDF].
Revised January 2025. Ryoncil prescribing-information.pdf

ClinicalTrials.gov. NCT02336230. A Single-arm, Prospective Study of
Remestemcel-L, Ex-vivo Culture-Expanded Adult Human Mesenchymal Stromal
Cells, for the Treatment of Pediatric Patients Who Have Failed to Respond to
Steroid Treatment for Acute GVHD.

ClinicalTrials.gov. ClinicalTrials.gov. NCT00366145. A Phase Ill, Randomized,
Double Blind, Placebo-Controlled Study to Evaluate the Efficacy and Safety of
Prochymal® (Ex-vivo Cultured Adult Human Mesenchymal Stem Cells) Infusion
for the Treatment of Patients Who Have Failed to Respond to Steroid Treatment
for Acute GVHD. | ClinicalTrials.gov.

National Comprehensive Cancer Network. NCCN Clinical Practice Guidelines in
Oncology: Hematopoietic Cell Transplantation. Version 1.2025. Available
at: https://www.nccn.org/guidelines/guidelines-detail?category=3&id=1501
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5. NCT02336230: A Single-arm, Prospective Study of Remestemcel-L, Ex-vivo
Culture-Expanded Adult Human Mesenchymal Stromal Cells, for the Treatment of
Pediatric Patients Who Have Failed to Respond to Steroid Treatment for Acute

GVHD
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Refer to the Medicare Part D formulary for drugs that may be covered under the Part D
benefit.

Medicaid Variation

Medications that are a pharmacy benefit are covered and billed to New York State Fee-
For-Service (FFS) program. They are defined as medications that go through a retail or
specialty pharmacy, including self-administered injectable products. Pharmacy
medications are subject to FFS's clinical criteria including (but not limited to) coverage,
quantity limit, step therapy, and prior authorization. Pharmacy benefit information can
be found here: https://www.emedny.org/info/fullform.pdf

Indications/Criteria

A.

For all requests, the following criteria must be met in addition to the criteria
in section B.

Palivizumab must be obtained from CVS Specialty Pharmacy Services or a
participating network pharmacy able to dispense specialty medication. Requests
for nursing services, if required, will be coordinated by case management or CVS
Specialty. Documentation of medical necessity will be required for approval of
the administration of palivizumab in settings other than the home.

Approval will authorize one (1) dose every 28 days for up to the maximum of five
(5) doses or through March 31. (Refer to Tables 1 and 2). Each monthly dose must
be calculated based upon a recent weight and the appropriate combination of
vials must be used to obtain the correct dose with the minimum of wastage.

Infants living in a geographic region (e.g. southwest Florida) in which the RSV
season has an earlier onset will be eligible to receive their doses at the start of
the RSV season for that region.

For all requests outside the typical RSV season or requests for more than 5 doses
due to an atypical season will be reviewed on a case-by case basis in accordance
with the current American Academy of Pediatrics and Centers of Disease Control
(CDC) guidance

Beyfortus (nirsevimab)

o Documentation confirming Synagis is not administered with Beyfortus
(nirsevimab)

o Members who receive fewer than five doses of palivizumab in the 2023-'24
season can receive one dose of nirsevimab, but then should not receive
any additional doses of palivizumab. Any children who receive nirsevimab
should not receive palivizumab later that season.
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o High-risk children who received palivizumab in their first RSV season

should receive nirsevimab in their second season, if it is available and they
remain eligible. If it is unavailable, they should receive palivizumab.

B. Palivizumab will be considered for prophylactic treatment (full prophylactic
course - up to 5 doses. Refer to Tables 1 and 2) for the prevention of RSV
when the following specific criteria: below are met.

a.

During the first RSV season, infants born before 29 weeks, 0 days
gestation, AND who are less than or equal to 12 months postnatal age.
Infants and children younger than two (2) years of age who meet the
criteria below for Chronic Lung Disease (CLD) of prematurity, or CLD in the
second year of life.
i. CLD of prematurity (first year of life) is defined by the following
criteria:
1. Gestational age <32 weeks, 0 days AND
2. Arequirement of >21% oxygen for at least the first 28 days
after birth.!
ii. CLD in the second year of life is defined by the following criteria:
1. Met the criteria for CLD of prematurity AND
2. Have continued to require medical support during the 6-
month period before the start of their second RSV season,
including chronic corticosteroid therapy, diuretic therapy, or
supplemental oxygen.
Infants with hemodynamically significant congenital heart disease (CHD)
who are less than or equal to 12 months of age at the onset of the first
RSV season and who have not had surgical correction, including the
following:
i. infants receiving medication to control congestive heart failure; or
ii. infants with moderate to severe pulmonary artery hypertension; or
iii. infants with cyanotic congenital heart disease.
Infants born before 35 weeks of gestation who are less than 12 months old
who have anatomic pulmonary abnormalities or severe neuromuscular
disease, who are in their first RSV season
Infants younger than 24 months who will be profoundly
immunocompromised during the RSV season, including solid organ
transplant and hematopoietic stem cell transplant recipients
i. Efficacy in this cohort is not known and will be considered on a
case-by-case basis.
Infants younger than 12 months of age with pulmonary or neurological
abnormality that impairs the ability to clear the upper airway.
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g. Infants in their first year of life with cystic fibrosis AND nutritional
compromise will be considered on a case-by-case basis.

h. Infants in their second year of life with cystic fibrosis who have
abnormalities on chest radiography/computed tomography OR have
weight less than the 10" percentile will be considered on a case-by-case
basis.

i.  Children under 2 years of age who have undergone cardiac transplantation
during the RSV season.

Approvals for eligible infants will be for a maximum of 5 doses per season using Table 1
and Table 2 below
e Hospitalized infants who qualify for prophylaxis during the RSV season should
receive the first dose of palivizumab 48 to 72 hours prior to discharge from the
hospital (or promptly after discharge).

e Children less than 2 years who are receiving RSV prophylaxis with palivizumab
should receive a post-operative dose after any cardiac bypass or extracorporeal
membrane oxygenation.

e For all requests outside the typical RSV season or requests for more than 5 doses
due to an atypical season will be reviewed on a case-by case basis in accordance
with the current American Academy of Pediatrics and Centers of Disease Control
(CDC) guidance

Table 1: Maximum Number of Monthly Doses of Palivizumab for Respiratory Syncytial
Virus Prophylaxis’

Infants Eligible for a Maximum of 5 Doses

Preterm infants born at 28 weeks, 6 days of gestation or less who are
less than 12 months old at the start of the RSV season.

Preterm infants born at 31 weeks, 6 days of gestation or less with Chronic Lung Disease (CLD)
(see section 1 above)

Preterm infants now between age 1 and 2 who required medical support for CLD in the 6 months before
the start of the RSV season (see section 1).

Infants younger than 12 months of age who require medical therapy for Congenital Heart Disease
(see section 2).

Certain infants with Neuromuscular Disease or Anatomic Pulmonary Abnormalities.

Children younger than 24 months who will be profoundly immunocompromised during the RSV season.

Children younger than 24 months who undergo cardiac transplantation during the RSV season.
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Table 2: Maximum Number of Palivizumab Doses for RSV Prophylaxis of Preterm Infants
Without Chronic Lung Disease, on the Basis of Birth Date, and Gestational Age (Shown for
Geographic Areas Beginning Prophylaxis on November 1st)* 2

Maximum No. of Doses for Season Beginning November 1

Born 28 Weeks, 6 Days of Gestation AND

Month of Birth <12 Months of Age at Start of Season

November 1-March 31 of previous RSV season | 5°

April

May

June

July

August

September

October

November

December

January

pNfwWwiINMNllOWiU|lon |l |ul|u (U

February

March | 1

alf infant is discharged from the hospital during RSV season, fewer doses may be required.

bSome of these infants may have received 1 or more doses of palivuzimab in the previous RSV season if
discharged from the hospital during that season; if so, they still qualify for up to 5 doses during their
second RSV season.

Exclusions

Palivizumab is NOT covered for infants with the following conditions:

Infants and children with hemodynamically insignificant heart disease (e.g.
secundum atrial septal defect, small ventricular septal defect, pulmonic stenosis,
uncomplicated aortic stenosis, mild coarctation of the aorta or patent ductus
ateriosus),

Infants with lesions adequately corrected by surgery unless they continue to
require medication for congestive heart failure; or

Infants with mild cardiomyopathy who are not receiving medical therapy.
Children with Down syndrome with no other risk factors

Palivizumab is NOT covered for infants in the following situations: Coverage for
more than 5 doses during the RSV season. Trough serum concentrations of
palivizumab 30 days after the 5th dose are well above the protective
concentration for most infants, providing more than 20 weeks of protective
serum antibody concentration.?
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e Coverage of more than 4 doses if the initial dose is administered in an inpatient
setting.

e Coverage for a second season for conditions other than those listed above.

e Doses given more frequently than every 28 days.

e Doses exceeding 15 mg/kg.

e Use to prevent primary asthma exacerbation or wheezing.

e Use to prevent healthcare-associated RSV disease,” when not otherwise indicated.

e If an infant who is receiving palivizumab prophylaxis experiences a breakthrough
RSV infection, monthly prophylaxis should be discontinued.
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Member Product

Medical Management Requirements*

New York Products

HMO Prior Auth
PPO in Plan Prior Auth
PPO OOP Prior Auth
POS in Plan Prior Auth
POS OOP Prior Auth
Essential Plan Prior Auth

MVP Medicaid Managed Care

Pharmacy benefit carved out to Medicaid FFS, Medical benefit
Prior Authorization

MVP Child Health Plus

Prior Auth

MVP Harmonious Health Care Plan

Pharmacy benefit carved out to Medicaid FFS, Medical benefit
Prior Authorization

MVP Complete Wellness

Refer to the MVP website for the Medicare Part B and Part D

MVP Medicare Preferred Gold HMO POS

Refer to the MVP website for the Medicare Part B and Part D

MVP Medicare Secure HMO POS

Refer to the MVP website for the Medicare Part B and Part D

MVP Medicare Secure Plus HMO POS

Refer to the MVP website for the Medicare Part B and Part D

MVP Medicare WellSelect PPO

Refer to the MVP website for the Medicare Part B and Part D

MVP Medicare WellSelect Plus PPO

Refer to the MVP website for the Medicare Part B and Part D

MVP Medicare Patriot Plan PPO

Refer to the MVP website for the Medicare Part B and Part D

MVP DualAccess D-SNP HMO

Refer to the MVP website for the Medicare Part B and Part D

MVP DualAccess Complete D-SNP HMO

Refer to the MVP website for the Medicare Part B and Part D

MVP DualAccess Plus D-SNP HMO

Refer to the MVP website for the Medicare Part B and Part D

UVM Health Advantage Select PPO

Refer to the MVP website for the Medicare Part B and Part D

USA Care PPO Prior Auth
Healthy NY Prior Auth
MVP Premier Prior Auth
MVP Premier Plus Prior Auth
MVP Premier Plus HDHP Prior Auth
MVP Secure Prior Auth
MVP EPO Prior Auth
MVP EPO HDHP Prior Auth
MVP PPO Prior Auth
MVP PPO HDHP Prior Auth
Student Health Plans Prior Auth
ASO See SPD
Vermont Products

POS in Plan Prior Auth
POS OOP Prior Auth

MVP Medicare Preferred Gold HMO POS

Refer to the MVP website for the Medicare Part B and Part D

MVP Medicare Secure Plus HMO POS

Refer to the MVP website for the Medicare Part B and Part D

MVP VT HMO Prior Auth
MVP VT Plus HMO Prior Auth
MVP VT HDHP HMO Prior Auth
MVP VT Plus HDHP HMO Prior Auth
MVP Secure Prior Auth
ASO See SPD
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4 Note: Prior authorization requirements for HDHP products are the same as the base product (e.g. HDHP HMO
auth requirements are the same as listed for HMO).

© 2025 MVP Health Plan, Inc. All rights reserved. Descriptions contained within MVP's Medical Policies are not a guarantee
of coverage. Each MVPP Group or Subscriber Contract contains specific limitations, exclusions and requirements that may
affect a Policy. If there is any discrepancy between your Group or Subscriber Contract and a Policy, your Group or
Subscriber Contract shall in all cases govern.

*Medical Management Requirements

Prior Auth Prior Authorization Required

Potential for Retrospective Review No Prior Authorization Required. May be subject to Retrospective Review.
Retro Review Retrospective Review Required

Not Covered Service is not a covered benefit.

See SPD See Specific Plan Design
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Ritlecitinib
Type of Policy: Drug Therapy (administered by the pharmacy department)
Prior Approval Date: 04/01/2024
Approval Date: 04/01/2025
Effective Date: 06/01/2025
Related Policies: Cosmetic Drug Agents,
Baricitinib

Refer to the MVP Medicare website for the Medicare Part D formulary and Part D
policies.

Drugs Requiring Prior Authorization under the pharmacy benefit

Ritlecitinib (Litfulo)

Overview

Ritlecitinib is an oral kinase inhibitor indicated for the treatment of severe alopecia
areata in adults and adolescents 12 years and older. It inhibits Janus kinase 3 (JAK3) and
the tyrosine kinase expressed in hepatocellular carcinoma (TEC) family of kinases.

Indications/Criteria

Medicaid Variation: Medications that are a pharmacy benefit are covered and billed to
New York State Fee-For-Service (FFS) program. They are defined as medications that go
through a retail or specialty pharmacy, including self administered injectable products.
Pharmacy medications are subject to FFS's clinical criteria including (but not limited to)
coverage, quantity limit, step therapy, and prior authorization. Pharmacy benefit
information can be found here: https://www.emedny.org/info/fullform.pdf
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A. Alopecia areata

Ritlecitinib may be considered for coverage for alopecia areata when all the
following criteria below are met:
o Prescribed by or in consultation with a dermatologist
o Chart notes documenting a diagnosis of severe alopecia areata
o Chart notes documenting that other causes of hair loss have been ruled
out
o Chart notes documenting a failure of another systemic therapy such as
corticosteroids, methotrexate, prednisone and/or cyclosporine
o Member's current episode of alopecia areata has lasted > 6 months
o Member has a > 50% scalp hair loss

Initial approval for 6 months
Extension requests will be approved forup to 12 monthsif the member has a continued

benefit to therapy. Extension requests where ritlecitinib did not have the full desired
effect or considered a clinical failure will require clinical rationale for continuing.

Exclusions

The use of Ritlecitinib will not be covered for the following situations:
e Dosing, age, and/or frequency exceeding the FDA approved package labeling.
e Member has a current active or serious infection

® Avoid using ritlecitinib in members that may be at increased risk of thrombosis
and thromboembolism; use with caution in those with thromboembolic disease

e Cosmetic use

e Combination use with other JAK inhibitors, immunomodulators, cyclosporine or
other potent immunosuppressants

References

1. Ritlecitinib. Clinical Pharmacology. Revised December 4, 2023. Accessed January
29, 2024.
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2. National Institute of Arthritis and Musculoskeletal and Skin Diseases. Alopecia
Areata - Hair loss Causes & Living With It | NIAMS (nih.gov). Accessed January

2024.

3. American Academy of Dermatology Association. Revised August 30, 2023.
Accessed January 29, 2024. Hair loss types: Alopecia areata diagnosis and

treatment (aad.orq)

4. Litfulo. Prescribing Information. Pfizer. Revised June 2023.
labeling.pfizer.com/ShowLabeling.aspx?id=19638#section-2.1

5. Member Product

Medical Management Requirements*

New York Products

HMO Prior Auth
PPQO in Plan Prior Auth
PPO OOP Prior Auth
POS in Plan Prior Auth
POS OOP Prior Auth
Essential Plan Prior Auth

MVP Medicaid Managed Care

Pharmacy benefit carved out to Medicaid FFS, Medical benefit Prior
Authorization

MVP Child Health Plus

Prior Auth

MVP Harmonious Health Care Plan

Pharmacy benefit carved out to Medicaid FFS, Medical benefit Prior
Authorization

MVP Complete Wellness

Refer to the MVP website for the Medicare Part B and Part D

MVP Medicare Preferred Gold HMO POS

Refer to the MVP website for the Medicare Part B and Part D policies.

MVP Medicare Secure HMO POS

Refer to the MVP website for the Medicare Part B and Part D policies.

MVP Medicare Secure Plus HMO POS

Refer to the MVP website for the Medicare Part B and Part D policies.

MVP Medicare WellSelect PPO

Refer to the MVP website for the Medicare Part B and Part D policies.

MVP Medicare WellSelect Plus PPO

Refer to the MVP website for the Medicare Part B and Part D policies.

MVP Medicare Patriot Plan PPO

Refer to the MVP website for the Medicare Part B and Part D policies.

MVP DualAccess D-SNP HMO

Refer to the MVP website for the Medicare Part B and Part D policies.

MVP DualAccess Complete D-SNP HMO

Refer to the MVP website for the Medicare Part B and Part D policies.

MVP DualAccess Plus D-SNP HMO

Refer to the MVP website for the Medicare Part B and Part D policies.

UVM Health Advantage Select PPO

Refer to the MVP website for the Medicare Part B and Part D policies.

USA Care PPO

Refer to the MVP website for the Medicare Part B and Part D policies.

Healthy NY Prior Auth
MVP Premier Prior Auth
MVP Premier Plus Prior Auth
MVP Premier Plus HDHP Prior Auth
MVP Secure Prior Auth
MVP EPO Prior Auth
MVP EPO HDHP Prior Auth
MVP PPO Prior Auth
MVP PPO HDHP Prior Auth
Student Health Plans Prior Auth
ASO See SPD
Vermont Products

POS in Plan Prior Auth
POS OOP Prior Auth

MVP Medicare Preferred Gold HMO POS

Refer to the MVP website for the Medicare Part B and Part D policies.

MVP Medicare Secure Plus HMO POS

Refer to the MVP website for the Medicare Part B and Part D policies.

MVP VT HMO Prior Auth
MVP VT Plus HMO Prior Auth
MVP VT HDHP HMO Prior Auth
MVP VT Plus HDHP HMO Prior Auth
MVP Secure Prior Auth
ASO See SPD
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4 Note: Prior authorization requirements for HDHP products are the same as the base product (e.g. HDHP HMO auth
requirements are the same as listed for HMO).

© 2025 MVP Health Plan, Inc. All rights reserved. Descriptions contained within MVP's Medical Policies are not a guarantee of
coverage. Each MVP Group or Subscriber Contract contains specific limitations, exclusions and requirements that may affect a Policy.
If there is any discrepancy between your Group or Subscriber Contract and a Policy, your Group or Subscriber Contract shall in all
cases govern.

* . .
Medical Management Requirements

Prior Auth Prior Authorization Required

Potential for Retrospective Review No Prior Authorization Required. May be subject to Retrospective Review.
Retro Review Retrospective Review Required

Not Covered Service is not a covered benefit.

See SPD See Specific Plan Design
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Spesolimab
Type of Policy: Drug Therapy
Prior Approval Date: 04/01/2024
Approval Date: 04/01/2025
Effective Date: 06/01/2025

Related Policies: N/A

Refer to the MVP Medicare website for the Medicare Part D formulary and Part D
policies.

Drugs Requiring Prior Authorization under the medical benefit
J1747 injection, spesolimab-sbzo, 1mg (Spevigo) vials for IV use

J1747 injection, spesolimab-sbzo, Tmg (Spevigo) pre-filled syringes for subcutaneous
injection

Overview

Spesolimab is an interleukin-36 receptor (IL36R) antagonist indicated for the treatment
of generalized pustular psoriasis (GPP) flares in adults and pediatric patients 12

years of age and older and weighing at least 40 kg. It is administered by intravenous
infusion over 90 minutes and an additional infusion may be administered one week after
the initial dose if symptoms persist or via subcutaneous injection. Members should be
screened for immunologic and infectious disease prior to initiating therapy and avoid
the use of live vaccines during treatment with spesolimab and for at least 16 weeks after
treatment.

Indications/Criteria

Generalized Pustular Psoriasis (GPP):
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Spesolimab may be considered for coverage when the following criteria are met:
e Member has a diagnosis of moderate to severe generalized pustular psoriasis
AND
e Must be ordered by or with consult from a dermatologist or rheumatologist

Spevigo for GPP Flare:
May be considered for coverage when all of the following criteria are met:
o Criteria for Generalized Pustular Psoriasis (GPP) above are met AND
e Chart notes are provided documenting all of the following:
o Current GPP flare
e Generalized Pustular Psoriasis Physician Global Assessment
(GPPPGA) score of at least 3-[GPPPGA scores range from 0
(clear) to 4 (severe)] AND
e At least 5% of body surface area covered with erythema and
presence of pustules AND
e Current presence of fresh pustules (new or worsening)

Initial IV Spevigo approval for a current flare will be for two doses within 3
months

Subsequent IV Spevigo approval for a new flare will be considered when the
following criteria is met:
e For anew flare, at least 12 weeks has passed since the last dose of IV Spevigo
AND
e Medication is ordered by or with consult from a dermatologist or
rheumatologist AND
e Chart notes are provided indicate previous use and clinical benefit from
Spevigo
e Subsequent approvals for a new flare will be for two doses within 3
months

Subcutaneous Use After IV Spevigo for Treatment of GPP Flare:
e Criteria for Spevigo for GPP Flare above are met AND
e 4 weeks have passed since treatment with IV SPEVIGO
e Initial approval for subcutaneous Spevigo will be every 4 weeks for 12 months

Subcutaneous Spevigo for Generalized pustular psoriasis (GPP) when not
experiencing a flare:
e Chart notes documenting the following:
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o Criteria for Generalized Pustular Psoriasis (GPP) above are met AND
o Member is not currently experiencing a flare
» History of at least 2 moderate to severe GPP flares OR
= History of flare during concomitant therapy AND
= (Clear or almost clear skin
Initial approval will be dosed every 4 weeks for 12 months

Subsequent approvals for subcutaneous use when not experiencing a flare:
- Documentation indicating an overall beneficial clinical response
o Low disease activity
o Reduction in flares
o Improvement in clinical signs and symptoms
o Approve for 12 months

Exclusions

The use of spesolimab will not be covered for the following situations:
e Indication, age, dose, frequency of dosing, and/or duration of therapy outside of
FDA approved package labeling
e Systemic and/or topical therapy used concomitantly with Spevigo

References

1. Spesolimab. Clinical Pharmacology. Revision date 12/17/2024. Accessed on
03/2025.

2. Spevigo (spesolimab-sbzo) injection, for subcutaneous or intravenous use.
Prescribing Information. Boehringer Ingelheim Pharmaceuticals, Inc. Ridgefield,
CT. Revised 03/2024.

3. Bachelez H, Choon SE, Marrakchi S, et al. Trial of spesolimab for generalized
pustular psoriasis. N Engl J Med. 2021;385(26):2431-2440.
doi:10.1056/NEJMoa2111563.

4. Shah M, Al Aboud DM, Crane JS, et al. Pustular Psoriasis. [Updated 2023 Aug 8].
In: StatPearls [Internet]. Treasure Island (FL): StatPearls Publishing; 2024 Jan-.
Available from: https://www.ncbi.nIm.nih.gov/books/NBK537002/
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PPO in Plan Prior Auth
PPO OOP Prior Auth
POS in Plan Prior Auth
POS OOP Prior Auth
Essential Plan Prior Auth

MVP Medicaid Managed Care

Pharmacy benefit carved out to Medicaid FFS, Medical benefit Prior
Authorization

MVP Child Health Plus

Prior Auth

MVP Harmonious Health Care Plan

Pharmacy benefit carved out to Medicaid FFS, Medical benefit Prior
Authorization

MVP Complete Wellness

Refer to the MVP website for the Medicare Part B and Part D policies.

MVP Medicare Preferred Gold HMO POS

Refer to the MVP website for the Medicare Part B and Part D policies.

MVP Medicare Secure HMO POS

Refer to the MVP website for the Medicare Part B and Part D policies.

MVP Medicare Secure Plus HMO POS

Refer to the MVP website for the Medicare Part B and Part D policies.

MVP Medicare WellSelect PPO

Refer to the MVP website for the Medicare Part B and Part D policies.

MVP Medicare WellSelect Plus PPO

Refer to the MVP website for the Medicare Part B and Part D policies.

MVP Medicare Patriot Plan PPO

Refer to the MVP website for the Medicare Part B and Part D policies.

MVP DualAccess D-SNP HMO

Refer to the MVP website for the Medicare Part B and Part D policies.

MVP DualAccess Complete D-SNP HMO

Refer to the MVP website for the Medicare Part B and Part D policies.

MVP DualAccess Plus D-SNP HMO

Refer to the MVP website for the Medicare Part B and Part D policies.

UVM Health Advantage Select PPO

Refer to the MVP website for the Medicare Part B and Part D policies.

USA Care PPO

Refer to the MVP website for the Medicare Part B and Part D policies.

Healthy NY Prior Auth
MVP Premier Prior Auth
MVP Premier Plus Prior Auth
MVP Premier Plus HDHP Prior Auth
MVP Secure Prior Auth
MVP EPO Prior Auth
MVP EPO HDHP Prior Auth
MVP PPO Prior Auth
MVP PPO HDHP Prior Auth
Student Health Plans Prior Auth
ASO See SPD
Vermont Products

POS in Plan Prior Auth
POS OOP Prior Auth

MVP Medicare Preferred Gold HMO POS

Refer to the MVP website for the Medicare Part B and Part D policies.

MVP Medicare Secure Plus HMO POS

Refer to the MVP website for the Medicare Part B and Part D policies.

MVP VT HMO Prior Auth
MVP VT Plus HMO Prior Auth
MVP VT HDHP HMO Prior Auth
MVP VT Plus HDHP HMO Prior Auth

MVP Secure
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ASO See SPD

¢ Note: Prior authorization requirements for HDHP products are the same as the base product (e.g. HDHP HMO auth requirements
are the same as listed for HMO).

© 2025 MVP Health Plan, Inc. All rights reserved. Descriptions contained within MVP's Medical Policies are not a guarantee of coverage. Each
MVP Group or Subscriber Contract contains specific limitations, exclusions and requirements that may dffect a Policy. If there is any discrepancy
between your Group or Subscriber Contract and a Policy, your Group or Subscriber Contract shall in all cases govern.

*Medical Management Requirements

Prior Auth Prior Authorization Required

Potential for Retrospective Review No Prior Authorization Required. May be subject to Retrospective Review.
Retro Review Retrospective Review Required

Not Covered Service is not a covered benefit.

See SPD See Specific Plan Design
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Medicare Part B: Spesolimab

Type of Policy: Drug Therapy
Prior Approval Date: 04/01/2024
Approval Date: 04/01/2025
Effective Date: 06/01/2025

Related Policies: N/A

Refer to the MVP Medicare website for the Medicare Part D formulary and Part D
policies.

Drugs Requiring Prior Authorization under the medical benefit
J1747 injection, spesolimab-sbzo, Tmg (Spevigo)

J1747 injection, spesolimab-sbzo, 1Tmg (Spevigo) pre-filled syringes for subcutaneous
injection

Overview/Summary of Evidence

Spesolimab is an interleukin-36 receptor (IL36R) antagonist indicated for the treatment
of generalized pustular psoriasis (GPP) flares in adults and pediatric patients 12 years of
age and older and weighing at least 40 kg. It is administered by intravenous infusion
over 90 minutes and an additional infusion may be administered one week after the
initial dose if symptoms persist or via subcutaneous injection. Members should be
screened for immunologic and infectious disease prior to initiating therapy and avoid
the use of live vaccines during treatment with spesolimab and for at least 16 weeks
after treatment.

Indications/Criteria

Generalized Pustular Psoriasis (GPP):

Spesolimab may be considered for coverage when the following criteria are met:
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e Member has a diagnosis of moderate to severe generalized pustular psoriasis
AND
e Must be ordered by or with consult from a dermatologist or rheumatologist

Spevigo for GPP Flare:
May be considered for coverage when all of the following criteria are met:
o Criteria for Generalized Pustular Psoriasis (GPP) above are met AND
e Chart notes are provided documenting all of the following:
o Current GPP flare
e Generalized Pustular Psoriasis Physician Global Assessment
(GPPPGA) score of at least 3- [GPPPGA scores range from 0
(clear) to 4 (severe)] AND
e At least 5% of body surface area covered with erythema and
presence of pustules AND
e Current presence of fresh pustules (new or worsening)

Initial IV Spevigo approval for a current flare will be for two doses within 3 months

Subsequent IV Spevigo approval for a new flare will be considered when the
following criteria is met:
e For anew flare, at least 12 weeks has passed since the last dose of Spevigo AND
e Medication is ordered by or with consult from a dermatologist or rheumatologist
AND
e Chart notes are provided indicate previous use and clinical benefit from Spevigo
e Subsequent approvals for a new flare will be for two doses within 3 months

Subcutaneous Use After IV Spevigo for Treatment of GPP Flare:
e Criteria for Spevigo for GPP Flare above are met AND
e 4 weeks have passed since treatment with IV SPEVIGO
e Initial approval for subcutaneous Spevigo will be every 4 weeks for 12 months

Subcutaneous Spevigo for Generalized pustular psoriasis (GPP) when not
experiencing a flare:
e Chart notes documenting the following:
o Criteria for Generalized Pustular Psoriasis (GPP) above are met AND
o Member is not currently experiencing a flare
= History of at least 2 moderate to severe GPP flares OR
= History of flare during concomitant therapy AND
» (Clear or almost clear skin
Initial approval will be dosed every 4 weeks for 12 months
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Subsequent approvals for subcutaneous use when not experiencing a flare:
- Documentation indicating an overall beneficial clinical response
o Low disease activity
o Reduction in flares
o Improvement in clinical signs and symptoms
o Approve for 12 months

Exclusions

The use of spesolimab will not be covered for the following situations:
e Indication, age, dose, frequency of dosing, and/or duration of therapy outside of
FDA approved package labeling
e Systemic and/or topical therapy used concomitantly with Spevigo

References

1. Spesolimab. Clinical Pharmacology. Revision date 12/17/2024. Accessed on
03/2025.

2. Spevigo (spesolimab-sbzo) injection, for subcutaneous or intravenous use.
Prescribing Information. Boehringer Ingelheim Pharmaceuticals, Inc. Ridgefield,
CT. Revised 03/2024.

3. Bachelez H, Choon SE, Marrakchi S, et al. Trial of spesolimab for generalized
pustular psoriasis. N Engl J Med. 2021;385(26):2431-2440.
doi:10.1056/NEJMo0a2111563.

4. Shah M, Al Aboud DM, Crane JS, et al. Pustular Psoriasis. [Updated 2023 Aug 8].
In: StatPearls [Internet]. Treasure Island (FL): StatPearls Publishing; 2024 Jan-.
Available from: https://www.ncbi.nlm.nih.gov/books/NBK537002/
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Syfovre
Type of Policy: Medical Therapy
Prior Approval Date: 02/01/2024
Approval Date: 04/01/2025
Effective Date: 06/01/2025

Related Policies: Orphan Drug(s) and Biologicals

Refer to the MVP Medicare website for the Medicare Part D formulary and Part D
policies.

Refer to the MVP website for the Medicare Part B policies for coverage criteria of drugs
covered under the medical benefit.

Drugs Requiring Prior Authorization under the medical benefit

J2781 Syfovre (pegcetacoplan) solution for injection

Overview

Syfovre (pegcetacoplan) solution for intravitreal injection is a parenteral complement
(C3) inhibitor. It is FDA approved for the treatment of geographic atrophy (GA)
secondary to the dry advanced form of age-related macular degeneration (AMD). GA is
an irreversible eye disease.

Indications/Criteria

Geographic atrophy (GA) secondary to age-related macular degeneration (AMD)

Syfovre may be considered for coverage when:

e Prescribed and administered by an ophthalmologist
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Chart notes confirming the diagnosis of GA secondary to AMD
Best-corrected visual acuity (BCVA) >24 letters using Early Treatment Diabetic
Retinopathy Study (ETDRS) charts OR approximate Snellen equivalent of 20/320

Initial approval will be for 6 months.

Subsequent approvals will be for up to 1 year duration and require documentation of
clinical benefit.

Exclusions

The use of Syfovre will not be covered for the following situations:

Members with ocular or periocular infections
Members with active intraocular inflammation
Age, dosage, and/or frequency outside of the FDA approved package labeling

e GA secondary to a condition other than AMD such as Stargardt disease in either

eye
References

1. Syfovre (pegcetacoplan). Clinical Pharmacology. Revised February 24, 2023.
Accessed June 5, 2023.

2. Syfovre (pegcetacoplan). Prescribing Information. Apellis Pharmaceuticals, Inc.
Waltham, MA. Revised 12/2024. PI SYFOVRE.pdf (apellis.com).

3. Apellis. (2023, April). SyfovreTM (Pegcetacoplan Injection). Syfovre.
https://syfovreecp.com/

4. Prevent Blindness (n.d.). Eye Diseases & Conditions. Retrieved June 5, 2023, from

https://preventblindness.org/geographic-atrophy/

Member Product Medical Management Requirements*

New York Products

HMO Prior Auth

PPQ in Plan Prior Auth

PPO OOP Prior Auth

POS in Plan Prior Auth

POS OOP Prior Auth

Essential Plan Prior Auth

MVP Medicaid Managed Care Pharmacy benefit carved out to Medicaid FFS, Medical benefit Prior
Authorization

MVP Child Health Plus Prior Auth

MVP Harmonious Health Care Plan Pharmacy benefit carved out to Medicaid FFS, Medical benefit Prior
Authorization

MVP Complete Wellness Refer to the MVP website for the Medicare Part B and Part D

MVP Medicare Preferred Gold HMO POS Refer to the MVP website for the Medicare Part B and Part D policies.

MVP Medicare Secure HMO POS Refer to the MVP website for the Medicare Part B and Part D policies.
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MVP Medicare Secure Plus HMO POS

Refer to the MVP website for the Medicare Part B and Part D policies.

MVP Medicare WellSelect PPO

Refer to the MVP website for the Medicare Part B and Part D policies.

MVP Medicare WellSelect Plus PPO

Refer to the MVP website for the Medicare Part B and Part D policies.

MVP Medicare Patriot Plan PPO

Refer to the MVP website for the Medicare Part B and Part D policies.

MVP DualAccess D-SNP HMO

Refer to the MVP website for the Medicare Part B and Part D policies.

MVP DualAccess Complete D-SNP HMO

Refer to the MVP website for the Medicare Part B and Part D policies.

MVP DualAccess Plus D-SNP HMO

Refer to the MVP website for the Medicare Part B and Part D policies.

UVM Health Advantage Select PPO

Refer to the MVP website for the Medicare Part B and Part D policies.

USA Care PPO

Refer to the MVP website for the Medicare Part B and Part D policies.

Healthy NY Prior Auth
MVP Premier Prior Auth
MVP Premier Plus Prior Auth
MVP Premier Plus HDHP Prior Auth
MVP Secure Prior Auth
MVP EPO Prior Auth
MVP EPO HDHP Prior Auth
MVP PPO Prior Auth
MVP PPO HDHP Prior Auth
Student Health Plans Prior Auth
ASO See SPD
Vermont Products

POS in Plan Prior Auth
POS OOP Prior Auth

MVP Medicare Preferred Gold HMO POS

Refer to the MVP website for the Medicare Part B and Part D policies.

MVP Medicare Secure Plus HMO POS

Refer to the MVP website for the Medicare Part B and Part D policies.

MVP VT HMO Prior Auth
MVP VT Plus HMO Prior Auth
MVP VT HDHP HMO Prior Auth
MVP VT Plus HDHP HMO Prior Auth
MVP Secure Prior Auth
ASO See SPD

¢ Note: Prior authorization requirements for HDHP products are the same as the base product (e.g. HDHP HMO auth
requirements are the same as listed for HMO).

© 2025 MVP Health Plan, Inc. All rights reserved. Descriptions contained within MVP's Medical Policies are not a guarantee of
coverage. Each MVP Group or Subscriber Contract contains specific limitations, exclusions and requirements that may affect a
Policy. If there is any discrepancy between your Group or Subscriber Contract and a Policy, your Group or Subscriber Contract

shall in all cases govern.

*Medical Management Requirements
Prior Auth

Potential for Retrospective Review
Retro Review

Not Covered

See SPD

Prior Authorization Required

No Prior Authorization Required. May be subject to Retrospective Review.
Retrospective Review Required

Service is not a covered benefit.

See Specific Plan Design
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Medicare Part B: Syfovre

Type of Policy: Medical Therapy
Prior Approval Date: 02/01/2024
Approval Date: 04/01/2025
Effective Date: 06/01/2025

Related Policies: Orphan Drug(s) and Biologicals

Refer to the MVP Medicare website for the Medicare Part D formulary and Part D
policies.

Drugs Requiring Prior Authorization under the medical benefit

J2781 Syfovre (pegcetacoplan) solution for injection

Overview

Syfovre (pegcetacoplan) solution for intravitreal injection is a parenteral complement
(C3) inhibitor. It is FDA approved for the treatment of geographic atrophy (GA)
secondary to the dry advanced form of age-related macular degeneration (AMD). GA is
an irreversible eye disease.

Indications/Criteria

Geographic atrophy (GA) secondary to age-related macular degeneration (AMD)

Syfovre may be considered for coverage when:

e Prescribed and administered by an ophthalmologist

e Chart notes confirming the diagnosis of GA secondary to AMD

e Best-corrected visual acuity (BCVA) >24 letters using Early Treatment Diabetic
Retinopathy Study (ETDRS) charts OR approximate Snellen equivalent of 20/320
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Initial approval will be for 6 months.

Subsequent approvals will be for up to 1 year duration and require documentation of
clinical benefit.

Exclusions

The use of Syfovre will not be covered for the following situations:
e Members with ocular or periocular infections
e Members with active intraocular inflammation
e Age, dosage, and/or frequency outside of the FDA approved package labeling
e GA secondary to a condition other than AMD such as Stargardt disease in either
eye

References

1. Syfovre (pegcetacoplan). Clinical Pharmacology. Revised February 24, 2023.
Accessed June 5, 2023.

2. Syfovre (pegcetacoplan). Prescribing Information. Apellis Pharmaceuticals, Inc.
Waltham, MA. Revised 12/2024. P| SYFOVRE.pdf (apellis.com).

3. Apellis. (2023, April). SyfovreTM (Pegcetacoplan Injection). Syfovre.
https://syfovreecp.com/

4. Prevent Blindness (n.d.). Eye Diseases & Conditions. Retrieved June 5, 2023, from
https://preventblindness.org/geographic-atrophy/
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Valchlor
Type of Policy: Drug Therapy
Prior Approval Date: 04/01/2024
Approval Date: 04/01/2025
Effective Date: 06/01/2025

Related Policies: N/A

Drug Requiring Prior Authorization (covered under the pharmacy benefit)
Valchlor gel (mechlorethamine)

Refer to the Medicare Part D formulary for drugs that may be covered under the Part D
benefit

Overview

Mycosis fungoides is the most common type of cutaneous T-Cell Lymphoma (CTCL),
with approximately 16,000 to 20,000 cases across the United States, accounting for half
of all CTCLs. Mechlorethamine, also known as nitrogen mustard, is an alkylating agent
which inhibits rapidly proliferating cells.

Indications/Criteria

Valchlor may be considered for coverage when all of the following criteria are met:

e Chart notes are provided that include skin biopsy results identifying Stage 1A or
1B mycosis fungoides-type cutaneous T-cell lymphoma
e Lymph node biopsy and/or assessment of peripheral blood for Sézary cells must
be provided if definitive diagnosis cannot be made from skin biopsy.
e Must be prescribed by an oncologist or dermatologist
e Must have failed one of the following skin-directed therapies:
o Topical corticosteroids
o Topical retinoids (bexarotene, tazarotene)



o Phototherapy (UVB, nbUVB for patch/thin plaques; PUVA for thicker
plaques)

o Topical imiquimod

o Local radiation (ISRT- involved site radiation therapy)

e Criteria and use of this agent must follow the FDA package label and the National
Comprehensive Cancer Network (NCCN) Clinical Practice Guidelines in Oncology.
MVP reserves the right to deviate from the NCCN guidelines if new safety
information becomes available prior to updated NCCN guidelines. The NCCN
guidelines may be accessed at www.nccn.org

Initial approval for 1 year

Extension requests will be reviewed on a case-by-case basis based on current
guidelines. All extension requests require documentation of response to therapy and
clinical rationale for maintenance therapy.

Exclusions
e Age, dose, frequency of dosing, and/or duration of therapy outside of FDA
approved package labeling
e Severe hypersensitivity to mechlorethamine

References

1. NCCN Clinical Practice Guidelines in Oncology (NCCN Guidelines) Primary Cutaneous
Lymphomas, Version 1.2023. Available at
https://www.nccn.org/professionals/physician_gls/pdf/primary_cutaneous.pdf

2. Valchlor (mechlorethamine) gel. Prescribing Information. South San Francisco, CA.
Actelion Pharmaceuticals, Inc. January 2020.

3. Kim YH, Martinez G, Varghese A, Hoppe RT. Topical nitrogen mustard in the
management of mycosis fungoides: update of the Stanford experience. Arch
Dermatol 2003; 139:165-73. Available at:
http://www.ncbi.nlm.nih.gov/pubmed/12588222.

4. NCCN Guidelines for Patients. Mycosis Fungoides/Sezary Syndrome. 2021. NCCN
Guidelines for Patients Mycosis Fungoides/Sézary Syndrome



http://www.nccn.org/
http://www.ncbi.nlm.nih.gov/pubmed/12588222
https://www.nccn.org/patients/guidelines/content/PDF/nhl-mycosis-patient.pdf
https://www.nccn.org/patients/guidelines/content/PDF/nhl-mycosis-patient.pdf

Member Product

Medical Management Requirements*

New York Products

HMO Prior Auth
PPO in Plan Prior Auth
PPO OOP Prior Auth
POS in Plan Prior Auth
POS OOP Prior Auth
Essential Plan Prior Auth

MVP Medicaid Managed Care

Pharmacy benefit carved out to Medicaid FFS, Medical benefit Prior
Authorization

MVP Child Health Plus

Prior Auth

MVP Harmonious Health Care Plan

Pharmacy benefit carved out to Medicaid FFS, Medical benefit Prior
Authorization

MVP Complete Wellness

Refer to the MVP website for the Medicare Part B and Part D

MVP Medicare Preferred Gold HMO POS

Refer to the MVP website for the Medicare Part B and Part D policies.

MVP Medicare Secure HMO POS

Refer to the MVP website for the Medicare Part B and Part D policies.

MVP Medicare Secure Plus HMO POS

Refer to the MVP website for the Medicare Part B and Part D policies.

MVP Medicare WellSelect PPO

Refer to the MVP website for the Medicare Part B and Part D policies.

MVP Medicare WellSelect Plus PPO

Refer to the MVP website for the Medicare Part B and Part D policies.

MVP Medicare Patriot Plan PPO

Refer to the MVP website for the Medicare Part B and Part D policies.

MVP DualAccess D-SNP HMO

Refer to the MVP website for the Medicare Part B and Part D policies.

MVP DualAccess Complete D-SNP HMO

Refer to the MVP website for the Medicare Part B and Part D policies.

MVP DualAccess Plus D-SNP HMO

Refer to the MVP website for the Medicare Part B and Part D policies.

UVM Health Advantage Select PPO

Refer to the MVP website for the Medicare Part B and Part D policies.

USA Care PPO

Refer to the MVP website for the Medicare Part B and Part D policies.

Healthy NY Prior Auth
MVP Premier Prior Auth
MVP Premier Plus Prior Auth
MVP Premier Plus HDHP Prior Auth
MVP Secure Prior Auth
MVP EPO Prior Auth
MVP EPO HDHP Prior Auth
MVP PPO Prior Auth
MVP PPO HDHP Prior Auth
Student Health Plans Prior Auth
ASO See SPD
Vermont Products

POS in Plan Prior Auth
POS OOP Prior Auth

MVP Medicare Preferred Gold HMO POS

Refer to the MVP website for the Medicare Part B and Part D policies.

MVP Medicare Secure Plus HMO POS

Refer to the MVP website for the Medicare Part B and Part D policies.

MVP VT HMO Prior Auth
MVP VT Plus HMO Prior Auth
MVP VT HDHP HMO Prior Auth
MVP VT Plus HDHP HMO Prior Auth
MVP Secure Prior Auth
ASO See SPD

4 Note: Prior authorization requirements for HDHP products are the same as the base product (e.g. HDHP HMO auth

requirements are the same as listed for HMO).

© 2025 MVP Health Plan, Inc. All rights reserved. Descriptions contained within MVP's Medical Policies are not a guarantee of
coverage. Each MVP Group or Subscriber Contract contains specific limitations, exclusions and requirements that may affect a
Policy. If there is any discrepancy between your Group or Subscriber Contract and a Policy, your Group or Subscriber Contract

shall in all cases govern.

*Medical Management Requirements
Prior Auth

Potential for Retrospective Review
Retro Review

Not Covered

See SPD

Prior Authorization Required

No Prior Authorization Required. May be subject to Retrospective Review.
Retrospective Review Required

Service is not a covered benefit.

See Specific Plan Design
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Xolair® (omalizumab)

Type of Policy: Medical Therapy (administered by the pharmacy
department)

Prior Approval Date: 04/01/2024

Approval Date: 02/01/2025

Effective Date: 04/01/2025

Related Policies: Dupixent, Select Injectables for Asthma

Drugs Requiring Prior Authorization (covered under the medical benefit)
J2357 Xolair® (omalizumab)

Refer to Medicare Part B coverage criteria

Drugs Requiring Prior Authorization (covered under the pharmacy benefit)
Xolair (omalizumab) pre-filled syringes

Refer to the Medicare Part D formulary for drugs that may be covered under the Part D
benefit.

Overview

Omalizumab (Xolair®) is a recombinant DNA-derived humanized IgG1k monoclonal
antibody that selectively binds to human immunoglobulin E (IgE). It inhibits the binding
of IgE to the high-affinity IgE receptor (FceRI) on the surface of mast cells and basophils
and reduces the number of FceRI receptors on basophils. It is administered once or twice
a month, with dosing based on the member's weight and IgE level. Xolair inhibits
inflammation at its source versus suppressing inflammation once it has occurred.
Symptom improvement is seen by four weeks from the start of treatment.

The Food and Drug Administration (FDA) reports that serious and life-threatening
anaphylactic reactions have occurred in patients after treatment with Xolair®. Usually,
these reactions occur within two hours of receiving a Xolair subcutaneous

injection. However, new reports include patients who had delayed anaphylaxis—with
onset two to 24 hours or even longer after receiving Xolair treatment. Anaphylaxis may
occur after any dose of Xolair (including the first dose), even if the patient had no allergic
reaction to the first dose. The symptoms and signs of anaphylaxis in these reported
patients include bronchospasm, hypotension, syncope, urticaria, and angioedema of the
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throat or tongue. Health care professionals who administer Xolair should be prepared to

manage life-threatening anaphylaxis and should observe their Xolair-treated patients for
at least two hours after the drug is given. Patients under treatment with Xolair should be
fully informed about the signs and symptoms of anaphylaxis, their chance of developing

delayed anaphylaxis following Xolair treatment, and how to treat it when it occurs.

Medicare Variation

e Self-administration of Xolair is a Medicare Part D benefit and follows the Medicare
Part D Prior Authorization criteria requirements.

Indications/Criteria

Xolair (omalizumab) is FDA approved for:

e Moderate to severe persistent asthma in adults and pediatric patients 6 years of
age and older who have a positive skin test or in vitro reactivity to a perennial
aeroallergen and whose symptoms are inadequately controlled with inhaled
corticosteroids

e Chronic idiopathic urticaria in adults and adolescents 12 years of age and older
who remain symptomatic despite H1 antihistamine treatment.

e Nasal polyps in adults’ patients 18 years of age and older with inadequate
response to nasal corticosteroids, as add-on maintenance treatment,

e IgE mediated food allergies in adult and pediatric patients aged 1 year and older
for the reduction of allergic reactions (Type I), including anaphylaxis, that may
occur with accidental exposure to one or more foods. To be used in conjunction
with food allergen avoidance.

A. For all indications, the following criteria must be met in addition to the specific
diagnosis criteria below.

e Members must meet age requirements based on the FDA approved labeling for
the applicable FDA approved indicated. AND
e Must be prescribed for an FDA approved indication
e Xolair injection for office administration may be considered for coverage if the
following is provided:
o Rationale and documentation are provided identifying why the member or
caregiver is unable to self-administer using the pre-filled syringe OR
o Member has coverage under Medicare Part B and meets the criteria for a
provider administered drug.
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o See Medicare Variation for self-administration requirements.

B. Moderate to severe persistent asthma

Xolair may be considered for coverage for moderate to severe persistent asthma when
the following criteria is met:

e Must be ordered by or in consult with an allergist, immunologist, or pulmonologist

e Member has a diagnosis of moderate to severe persistent asthma supported with
chart notes documenting:

o

o

Continual or daily symptoms (daytime or nighttime)

Limited physical activity or exacerbations affecting activities of
daily living (ADL's)

Frequent exacerbations or exacerbations at least 2 times a
week which may last days

FEV1 or PEF <80% predicted

PEF variability >30%

Increasing use of short acting beta2 agonist or use >2
days/week for symptom relief

e Member has evidence of compliance with:
o High dose Inhaled Corticosteroids (ICS) required for daily control

o Inadequate control on combination therapy (moderate dose ICS and a
Long-Acting Beta-Agonist, formoterol OR ICS and Long-Acting Muscarinic
Antagonist as an alternative) for at least 6 months

o Oral Corticosteroid use of at least two courses within the past 12 months for
asthmatic exacerbations or the inability to wean from systemic
corticosteroids

e Memberis a non-smoker by history or have a successful smoking cessation for at

least 6 weeks.

e Documentation that other medical and environmental conditions known to
exacerbate asthma have been evaluated and treated.

e Specific relevant allergic sensitivities to perennial aeroallergens (dust mites, mold,
animal dander, cockroaches, etc.) determined by:

Skin tests or
In vitro testing

e Use in accordance with product literature or supporting clinical documentation for
consideration on a case-by-case basis when outside published dosing limits:

Baseline IgE level (>30 IU/ml and <700 1U/ml)
Body Weight (<150 kg)

Initial approval will be for 12 months

Xolair® (omalizumab)
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Continued authorizations will be approved up to 3 years when current
documentation indicates the following:
e Improvement in asthma control, which includes but is not limited to:

» Improved function and quality of life, reduction in the lost days of
work or school due to asthma, reduction in ER/hospital/office visits
due to asthma, or decreased use of other asthma medications.

e Increase in percent predicted FEV1 from baseline
e Xolair is used in addition to an ICS containing maintenance medication

¢ Medicaid Variation approval durations: Initial approval duration will be for 6
months and continuation approval duration will be for 12 months for applicable
medical benefit drugs.

C. Chronic idiopathic urticaria:
Xolair may be considered for coverage for chronic idiopathic urticaria when the
following criteria is met:
e Prescribed by or in consultation with an allergist, immunologist, or
dermatologist
e Urticaria is persistent or recurring over 6 weeks in duration; AND
e Individual lesions of urticaria lasting less than 24hours (if longer than 24
hours then urticarial vasculitis must first be ruled out, which may include
ESR, complement assays, and biopsy); AND
e Other causes for urticaria (such as occupational, insect sting/bite,
medications, food, infection, physical sensitivity) has been ruled out; AND
e Member has remained symptomatic despite:
e At least a two-week trial of a maximally tolerated dose of a potent
H1 antihistamine (such as Hydroxyzine or Doxepin) in
combination with one of the following:
o Another Second Generation H1 antihistamine
o H2 antihistamine
o First-generation H1 antihistamine at night
o Leukotriene receptor antagonist

Initial approval will be for a 12months

Continued authorization will be up to 3 years if current chart notes document
that the member has a continued benefit to therapy. Improvement in chronic
idiopathic urticaria includes but is not limited to a decrease in itching or a decrease
in hive count. Extension requests where Xolair did not have the full desired effect
or considered a clinical failure will require clinical rationale for continuing.
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Medicaid Variation approval durations: Initial approval duration will be for 6
months and continuation approval duration will be for 12 months for applicable
medical benefit drugs.

D. Chronic Rhinosinusitis with nasal polyps
Xolair may be considered for coverage for Chronic Rhinosinusitis with nasal polyps
when the following criteria is met:

e Confirmed diagnosis of nasal polyps. Chart notes must document
diagnosis confirmation by examination, endoscopy or sinus
computed tomography (CT) scan.

e Prescribed by or in consultation with an allergist, otolaryngologist
or immunologist

e Attestation that Xolair will be add on maintenance in combination
with an intranasal corticosteroid

o Documented trial and failure of three (3) months, to at least one
intranasal corticosteroid indicated to treat nasal polyps

e Documented failure, contraindication, intolerance, or allergy to
other therapy used in the management of nasal polyps such as
nasal saline irrigations, or antileukotriene agents (i.e. montelukast,
zafirlukast, zileuton)

o Documentation of prior oral corticosteroid therapy and/or sinus
surgery

Initial coverage will be for 12 months.

Continued authorization up to 12 months, must be accompanied by
current chart notes identifying a continued benefit and compliance with
combination therapy. Claims history must show compliance with
combination therapy

Medicaid Variation approval durations: Initial approval duration will be
for 6 months and continuation approval duration will be for 12 months for
applicable medical benefit drugs.

E. IgE-mediated Food Allergies
Xolair may be considered for coverage for IgE-mediated Food Allergies
when the following criteria is met:
e Chart notes documenting a confirmed diagnosis of one or more IgE
mediated food allergy which is confirmed by one of the following below
AND performed by a board certified allergist/immunologist:
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1. A positive skin prick test 24mm wheal OR
2. Documentation of member total serum IgE (klU/L) > 6 kIU/L
measured no longer than three months prior to request OR
3. Documentation of a positive double-blind placebo-controlled
food challenge (DBPCFC) with a single dose of food protein as
performed by an allergist or immunologist
e Prescribed by or in consultation with a board certified allergist
/immunologist
e Provider attestation that Xolair will be used in conjunction with food
allergen avoidance
e Documentation of member’s current body weight

Initial Coverage will be for 12 months

Continued authorization up to 12 months must be accompanied by current chart
notes identifying the following:

e Current body weight to verify dosing
e Provider attestation of food allergen avoidance

Medicaid Variation approval durations: Initial approval duration will be for 6
months and continuation approval duration will be for 12 months for applicable
medical benefit drugs.

Medicaid Variation:

Initial approval duration will be for 6 months and continuation approval duration will be
for 12 months for applicable medical benefit drugs.

Medications that are a pharmacy benefit are covered and billed to New York State Fee-
For-Service (FFS) program. They are defined as medications that go through a retail or
specialty pharmacy, including self-administered injectable products. Pharmacy
medications are subject to FFS's clinical criteria including (but not limited to) coverage,
quantity limit, step therapy, and prior authorization. Pharmacy benefit information can be
found here: https://www.emedny.org/info/fullform.pdf

Exclusions

For all indications:
e Age, dose, frequency of dosing, and/or duration of therapy outside of FDA
approved package labeling
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e Combination use with other biologics (e.g., Cingair, Dupixent, Fasenra, Nucala)

For moderate to severe persistent asthma:
o Current smokers
« A diagnosis other than allergic asthma, including allergic rhinitis, other allergic
conditions, non-allergic asthma, allergic bronchopulmonary aspergillosis, acute
bronchospasm or status asthmaticus
« Current treatment has not been optimized using applicable strategies such as
« High dose inhaled corticosteroids (ICS)
o Leukotriene modifiers or theophylline if preferred therapies (ICS, LABA/LAMA)
are not appropriate.
« Long-acting beta agonists
o Allergy injections (immunotherapy)
e« Member compliance
e Inhaler technique
e Environmental controls

For chronic idiopathic urticaria:
« A diagnosis other than chronic idiopathic urticaria
« Xolair is not indicated for acute urticaria, urticarial vasculitis, or urticaria with
a known cause

References

1. Xolair® (omalizumab). Prescribing Information. South San Francisco, CA:
Genentech Inc.; February 2024.

2. Rosenwasser, LJ. & Nash, D.B. (2003). Incorporating omalizumab into asthma
treatment guidelines: consensus panel recommendations. P&T 28(6) 400-10.

3. National Asthma Education and Prevention Program. Guidelines for the diagnosis
and management of asthma: expert panel report 3. Bethesda, Md.: U.S. Dept. of
Health and Human Services, Public Health Service, National Institutes of Health,
National Heart, Lung, and Blood Institute, 2007; NIH publication no. 08-5846.

4. National Government Services, Inc. Article for omalizumab (e.g., Xolair) — Related to
LCD L25820 (A46088). Original Article Effective Date 12/01/2007. Article Revision
Effective Date 6/5/2009. Available: http://www.ngsmedicare.com

6. 2020 Focused Updates to the Asthma Management Guidelines: A Report from the
National Asthma Education and Prevention Program Coordinating Committee Expert
Panel Working Group | NHLBI, NIH

Xolair® (omalizumab) Page 7 of 9


https://www.nhlbi.nih.gov/health-topics/all-publications-and-resources/2020-focused-updates-asthma-management-guidelines
https://www.nhlbi.nih.gov/health-topics/all-publications-and-resources/2020-focused-updates-asthma-management-guidelines
https://www.nhlbi.nih.gov/health-topics/all-publications-and-resources/2020-focused-updates-asthma-management-guidelines

MVP Health Care Medical Policy

7. Acute and Chronic Urticaria: Evaluation and Treatment - American Family Physician

(aafp.org)

8. A Comparison of the United States and International Perspective on Chronic
Urticaria&nbsp;Guidelines (jaci-inpractice.orq)

9. National Asthma Education and Prevention Program. Asthma Care Quick Reference:
Diagnosing and Managing Asthma. National Heart, Lung, and Blood Institute, 2011.
Available at: https://www.nhlbi.nih.gov/files/docs/guidelines/asthma grg.pdf.

10. Centers for Medicare & Medicaid Services. (n.d.). Article: Omalizumab (A52448).
Retrieved from: Article - Billing and Coding: Omalizumab (A52448)

11. Centers for Medicare & Medicaid Services. (n.d.). Local Coverage Determination
(LCD): Omalizumab (L33394). LCD - Drugs and Biologicals, Coverage of, for Label
and Off-Label Uses (L33394)

Member Product

Medical Management Requirements*

New York Products

HMO Prior Auth
PPO in Plan Prior Auth
PPO OOP Prior Auth
POS in Plan Prior Auth
POS OOP Prior Auth
Essential Plan Prior Auth

MVP Medicaid Managed Care

Pharmacy benefit carved out to Medicaid FFS, Medical benefit Prior
Authorization

MVP Child Health Plus

Prior Auth

MVP Harmonious Health Care Plan

Pharmacy benefit carved out to Medicaid FFS, Medical benefit Prior
Authorization

MVP Complete Wellness

Refer to the MVP website for the Medicare Part B and Part D

MVP Medicare Preferred Gold HMO POS

Refer to the MVP website for the Medicare Part B and Part D policies.

MVP Medicare Secure HMO POS

Refer to the MVP website for the Medicare Part B and Part D policies.

MVP Medicare Secure Plus HMO POS

Refer to the MVP website for the Medicare Part B and Part D policies.

MVP Medicare WellSelect PPO

Refer to the MVP website for the Medicare Part B and Part D policies.

MVP Medicare WellSelect Plus PPO

Refer to the MVP website for the Medicare Part B and Part D policies.

MVP Medicare Patriot Plan PPO

Refer to the MVP website for the Medicare Part B and Part D policies.

MVP DualAccess D-SNP HMO

Refer to the MVP website for the Medicare Part B and Part D policies.

MVP DualAccess Complete D-SNP HMO

Refer to the MVP website for the Medicare Part B and Part D policies.

MVP DualAccess Plus D-SNP HMO

Refer to the MVP website for the Medicare Part B and Part D policies.

UVM Health Advantage Select PPO

Refer to the MVP website for the Medicare Part B and Part D policies.

USA Care PPO

Refer to the MVP website for the Medicare Part B and Part D policies.

Healthy NY Prior Auth
MVP Premier Prior Auth
MVP Premier Plus Prior Auth
MVP Premier Plus HDHP Prior Auth
MVP Secure Prior Auth
MVP EPO Prior Auth
MVP EPO HDHP Prior Auth
MVP PPO Prior Auth
MVP PPO HDHP Prior Auth
Student Health Plans Prior Auth
ASO See SPD
Vermont Products

POS in Plan Prior Auth
POS OOP Prior Auth

MVP Medicare Preferred Gold HMO POS

Refer to the MVP website for the Medicare Part B and Part D policies.

MVP Medicare Secure Plus HMO POS

Refer to the MVP website for the Medicare Part B and Part D policies.

MVP VT HMO

Prior Auth

Xolair® (omalizumab)
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https://www.aafp.org/afp/2017/0601/p717.html
https://www.aafp.org/afp/2017/0601/p717.html
https://www.jaci-inpractice.org/article/S2213-2198(18)30289-7/pdf
https://www.jaci-inpractice.org/article/S2213-2198(18)30289-7/pdf
https://www.nhlbi.nih.gov/files/docs/guidelines/asthma_qrg.pdf
https://www.cms.gov/medicare-coverage-database/view/article.aspx?articleid=52448&ver=21&keyword=omalizumab&keywordType=starts&areaId=s41&docType=NCA,CAL,NCD,MEDCAC,TA,MCD,6,3,5,1,F,P&contractOption=all&sortBy=relevance&bc=1
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MVP VT Plus HMO Prior Auth
MVP VT HDHP HMO Prior Auth
MVP VT Plus HDHP HMO Prior Auth
MVP Secure Prior Auth
ASO See SPD

¢ Note: Prior authorization requirements for HDHP products are the same as the base product (e.g. HDHP HMO auth
requirements are the same as listed for HMO).

cases govern.

© 2025 MVP Health Plan, Inc. All rights reserved. Descriptions contained within MVP's Medical Policies are not a guarantee of
coverage. Each MVP Group or Subscriber Contract contains specific limitations, exclusions and requirements that may affect a Policy.
If there is any discrepancy between your Group or Subscriber Contract and a Policy, your Group or Subscriber Contract shall in all

*Medical Management Requirements
Prior Auth

Potential for Retrospective Review
Retro Review

Not Covered

See SPD

Xolair® (omalizumab)

Prior Authorization Required

No Prior Authorization Required. May be subject to Retrospective Review.
Retrospective Review Required

Service is not a covered benefit.

See Specific Plan Design
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MVP Health Care Medical Policy

Medicare Part B: Xolair® (omalizumab)

Type of Policy: Medical Therapy (administered by the pharmacy
department)

Prior Approval Date: 04/01/2024

Approval Date: 02/01/2025

Effective Date: 04/01/2025

Related Policies: Select Injectables for Asthma

Drugs Requiring Prior Authorization (covered under the medical benefit)
J2357 Xolair® (omalizumab)

Refer to the Medicare Part D formulary for drugs that may be covered under the Part D
benefit.

Overview/Summary of Evidence

Omalizumab (Xolair®) is a recombinant DNA-derived humanized IgG1k monoclonal
antibody that selectively binds to human immunoglobulin E (IgE). It inhibits the binding
of IgE to the high-affinity IgE receptor (FceRI) on the surface of mast cells and basophils
and reduces the number of FceRI receptors on basophils. It is administered once or twice
a month, with dosing based on the member's weight and IgE level. Xolair inhibits
inflammation at its source versus suppressing inflammation once it has occurred.
Symptom improvement is seen by four weeks from the start of treatment.

The Food and Drug Administration (FDA) reports that serious and life-threatening
anaphylactic reactions have occurred in patients after treatment with Xolair®. Usually,
these reactions occur within two hours of receiving a Xolair subcutaneous

injection. However, new reports include patients who had delayed anaphylaxis—with
onset two to 24 hours or even longer after receiving Xolair treatment. Anaphylaxis may
occur after any dose of Xolair (including the first dose), even if the patient had no allergic
reaction to the first dose. The symptoms and signs of anaphylaxis in these reported
patients include bronchospasm, hypotension, syncope, urticaria, and angioedema of the
throat or tongue. Health care professionals who administer Xolair should be prepared to
manage life-threatening anaphylaxis and should observe their Xolair-treated patients for
at least two hours after the drug is given. Patients under treatment with Xolair should be
fully informed about the signs and symptoms of anaphylaxis, their chance of developing
delayed anaphylaxis following Xolair treatment, and how to treat it when it occurs.
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Indications/Criteria

e Self-administration of Xolair is a Medicare Part D benefit and follows the Medicare
Part D Prior Authorization criteria requirements.

e For Medicare Part B coverage, please refer to the current coverage guidelines LCD
L33394, "Drugs and Biologicals, Coverage of, for Label and Off-Label Uses” and
CMS Billing and Coding Article “Omalizumab:, article A52448.

Xolair (omalizumab) is FDA approved for:

e Moderate to severe persistent asthma in adults and pediatric patients 6 years of
age and older who have a positive skin test or in vitro reactivity to a perennial
aeroallergen and whose symptoms are inadequately controlled with inhaled
corticosteroids

e Chronic idiopathic urticaria in adults and adolescents 12 years of age and older
who remain symptomatic despite H1 antihistamine treatment.

e Nasal polyps in adults’ patients 18 years of age and older with inadequate
response to nasal corticosteroids, as add-on maintenance treatment

e IgE-mediated food allergy in adult and pediatric patients at least 1 year of age and
older for the reduction of allergic reactions (Type I), including anaphylaxis, that
may occur with accidental exposure to one or more foods

A. Treatment with Xolair for ALL indications will be considered when the
following criteria is met. Please see section B for indication specific criteria.

o Members must meet age requirements based on the FDA approved labeling
for the applicable FDA approved indication AND
Must be prescribed for an FDA approved indication

o Self-administration of Xolair is a Medicare Part D benefit and follows the
Medicare Part D Prior Authorization criteria requirements.

B. Moderate to severe persistent asthma

Xolair may be considered for coverage for moderate to severe persistent asthma
when the following criteria is met:

e Must be ordered by or in consult with an allergist, immunologist, or pulmonologist

e Member has a diagnosis of moderate to severe persistent asthma supported with
chart notes documenting:

o Continual or daily symptoms (daytime or nighttime)
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o Limited physical activity or exacerbations affecting activities of daily living
(ADL's)

o Frequent exacerbations or exacerbations at least 2 times a week which may
last days

o FEV1 or PEF <80% predicted

o PEF variability >30%
o Increasing use of short acting beta2 agonist or use >2 days/week for
symptom relief
e Member has evidence of compliance with:
e High dose Inhaled Corticosteroids (ICS) required for daily
control

e Inadequate control on combination therapy (moderate dose
ICS and a Long-Acting Beta-Agonist, formoterol OR ICS and
Long-Acting Muscarinic Antagonist as an alternative) for at
least 6 months

e Oral Corticosteroid use of at least two courses within the
past 12 months for asthmatic exacerbations or the inability
to wean from systemic corticosteroids

e Member is a non-smoker by history or have a successful smoking cessation for at
least 6 weeks.

e Documentation that other medical and environmental conditions known to
exacerbate asthma have been evaluated and treated.

e Specific relevant allergic sensitivities to perennial aeroallergens (dust mites, mold,
animal dander, cockroaches, etc.) determined by:

e Skin tests or
e In vitro testing

e Use in accordance with product literature or supporting clinical documentation for
consideration on a case-by-case basis when outside published dosing limits:

e Baseline IgE level (>30 IU/ml and <700 1U/ml)
e Body Weight (=150 kg)

Initial authorization for 12 months

Continued authorizations will be approved up to 12 months. Clinical
documentation showing a positive clinical response must be provided.

C. Chronic idiopathic urticaria
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Xolair may be considered for coverage for chronic idiopathic urticaria when the
following criteria is met:

e Prescribed by or in consultation with anallergist, immunologist, or
dermatologist
e Urticaria is persistent or recurring over 6 weeks in duration; AND
e Individual lesions of urticaria lasting less than 24hours (if longer than 24
hours then urticarial vasculitis must first be ruled out, which may include
ESR, complement assays, and biopsy); AND
e Other causes for urticaria (such as occupational, insect sting/bite,
medications, food, infection, physical sensitivity) has been ruled out;
AND
e Member has remained symptomatic despite:
o At least a two-week trial of a maximally tolerated dose of a potent
H1 antihistamine (such as Hydroxyzine or Doxepin) in
combination with one of the following:
= Another Second Generation H1 antihistamine
= H2 antihistamine
= First-generation H1 antihistamine at night
» Leukotriene receptor antagonist

Initial authorization for 12 months

Continued authorization will be up to 12 months based on improvement
in chronic idiopathic urticaria on Xolair therapy. Improvement in chronic
idiopathic urticaria includes but is not limited to a decrease in itching or a
decrease in hive count.

D. Chronic rhinosinusitis with nasal polyps
Xolair may be considered for coverage for Chronic Rhinosinusitis with nasal
polyps when the following criteria is met:

o Confirmed diagnosis of nasal polyps. Chart notes must document
diagnosis confirmation by examination, endoscopy, or sinus
computed tomography (CT) scan.

o Prescribed by or in consultation with an allergist, otolaryngologist
or immunologist

o Xolair (omalizumab) will be add on maintenance in combination
with an intranasal corticosteroid

Xolair® (omalizumab) Page 4 of 7



MVP Health Care Medical Policy

e Documented failure, contraindication, intolerance, or allergy to at
least one intranasal corticosteroid indicated to treat nasal polyps

Initial coverage will be for 12 months.

Continued authorization up to 12 months, must be accompanied by
current chart notes identifying a continued benefit. Extension of therapy for
up to one year will be based upon a positive clinical response.

E. IgE-mediated Food Allergies

Xolair may be considered for coverage for IgE-mediated Food Allergies when the
following criteria is met:

e Chart notes documenting a confirmed diagnosis of one or more IgE-
mediated food allergy which is confirmed by one of the following below
AND performed by a board certified allergist/immunologist:

1. A positive skin prick test >4mm wheal OR

2. Documentation of member total serum IgE (klU/L) > 6 kIU/L
measured no longer than three months prior to request OR

3. Documentation of a positive double-blind placebo-controlled
food challenge (DBPCFC) with a single dose of food protein as
performed by an allergist or immunologist

e Prescribed by or in consultation with a board certified
allergist/immunologist

e Provider attestation that Xolair will be used in conjunction with
food allergen avoidance

e Documentation of member’s current body weight

Initial coverage will be for 12 months.

Continued authorization up to 12 months must be accompanied by
current chart notes identifying the following:

e Current body weight to verify dosing
e Provider attestation of food allergen avoidance

Exclusions

For all indications:
e Age, dose, frequency of dosing, and/or duration of therapy outside of FDA
approved package labeling
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Combination use with other biologics (e.g., Cingair, Dupixent, Fasenra, Nucala)

For moderate to severe persistent asthma:

Current smokers
A diagnosis other than allergic asthma, including allergic rhinitis, other allergic
conditions, non-allergic asthma, allergic bronchopulmonary aspergillosis, acute
bronchospasm or status asthmaticus
Ctreatment has not been optimized using applicable strategies such as

e High dose inhaled corticosteroids (ICS)

e Leukotriene modifiers or theophylline if preferred therapies (ICS,

LABA/LAMA) are not appropriate.

« Kong-acting beta agonists

o Allergy injections (immunotherapy)

e« Member compliance

e Inhaler technique

e Environmental controls

When used for chronic idiopathic urticaria:

A diagnosis other than chronic idiopathic urticaria
« omalizumab (Xolair) is not indicated for acute urticaria, urticarial vasculitis,
or urticaria with a known cause
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