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MVP Health Care Medical Policy

Abatacept
Type of Policy: Medical Therapy
Prior Approval Date: 02/01/2024
Approval Date: 11/01/2025
Effective Date: 01/01/2026

Related Policies: Apremilast, Adalimumab, Infliximab, Risankizumab, Secukinumab,
Tofacitinib, Upadacitinib, Ustekinumab, Ozanimod, Golimumab,
Tocilizumab, Certolizumab

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 pharmacy benefit
Orencia SQ is non-preferred under the pharmacy benefit
Drugs Requiring Prior Authorization under the medical benefit

J0129 abatacept, 10mg (Orencia V)

Overview

Abatacept is a fully human recombinant fusion protein categorized as a costimulatory or
second-signal blocker of T cell activation. It is indicated for the treatment of adult
patients with moderately to severely active rheumatoid arthritis (RA), in patients 2 years
of age and older with active psoriatic arthritis (PsA), and in patients 2 years of age and
older with moderately to severely active polyarticular juvenile idiopathic arthritis.
Abatacept is also indicated as prophylaxis of acute graft versus host disease, in
combination with a calcineurin inhibitor and methotrexate, in adults and pediatric
patients 2 years of age and older undergoing hematopoietic stem-cell transplantation
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MVP Health Care Medical Policy

from a matched or 1 allele-mismatched unrelated donor. 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, Abatacept SQ (Orencia) is non-formulary and will only be
considered for pharmacy coverage when:

Documented failure, contraindication or ineffective response to all
preferred/formulary therapies for the specific indication.

B. For all indications, Abatacept IV (Orencia) may be considered for medical coverage
when:

Prescribed for an FDA approved indication AND
Ordered by or with consult from a rheumatologist/immunologist AND

Documentation identifies failure of preferred self-administered biologic
therapies to treat the condition AND

Rationale and documentation are provided identifying why member or caregiver
is unable to self-administer

Site of Care

o Per the MVP Health Care Pharmacy Management Programs policy,
Abatacept IV (Orencia) is subject to Site of Care requirements and must be
obtained through a preferred home infusion vendor or contracted
provider office. Prior Authorization and medical justification is required for
Abatacept IV (Orencia) obtained and administered in a non-preferred site
of care (i.e. outpatient hospital setting).

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, CHP
members

C. Rheumatoid Arthritis
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Abatacept may be considered for coverage for Rheumatoid Arthritis when the above
criteria are met AND:

e Member has a diagnosis of moderate to severe active adult RA as defined by
persistent or recurrent symptoms with documented synovitis and morning
stiffness of significant duration to inhibit activities of daily living.

e Chart notes are provided documenting a failure to respond to a three-month trial
of methotrexate at a maximally tolerated dose.

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

o If 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
AND documentation 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.

Initial approval for 6 months.

Extension requests will be approved for 12 months if the member has a
continued benefit to therapy AND there is medical necessity for use of the IV
formulation instead of a self-administered formulation.

Extension requests where Abatacept did not have the full desired effect or
considered a clinical failure will require clinical rationale for continuing.

D. Juvenile Idiopathic Arthritis

Abatacept to treat Juvenile idiopathic arthritis will be reviewed on a case-by-case
basis using the American College of Rheumatology recommendations for the
treatment of juvenile idiopathic arthritis.

Initial approval for 6 months.

Extension requests will be approved for 12 months if the member has a continued
benefit to therapy AND there is medical necessity for use of the IV formulation
instead of a self-administered formulation.

Extension requests where Abatacept IV (Orencia) did not have the full desired effect
or considered a clinical failure will require clinical rationale for continuing.
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E. Psoriatic Arthritis

Abatacept may be considered for coverage for Psoriatic Arthritis when the above
criteria are met AND:

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

e Chart notes are provided documenting 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 are provided documenting failure 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 (DMARDs)

o 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.

Initial approval for 6 months.

Extension requests will be approved for 12 months if the member has a continued
benefit to therapy AND there is medical necessity for use of the IV formulation instead
of a self-administered formulation.

Extension requests where Abatacept IV (Orencia) did not have the full desired effect or
considered a clinical failure will require clinical rationale for continuing.

F. Acute graft versus host disease (GVHD) prophylaxis

Abatacept may be considered for coverage for GVHD when the above criteria are
met AND documentation that the member is undergoing hematopoietic stem-cell
transplantation (HSCT) from a matched or 1 allele-mismatched unrelated donor.

Initial approval for 6 months.

Extension requests will be approved for 12 months if the member has a continued
benefit to therapy AND there is medical necessity for use of the IV formulation
instead of a self-administered formulation.

Extension requests where Abatacept did not have the full desired effect or
considered a clinical failure will require clinical rationale for continuing.
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Exclusions

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

e Dosing, age, and/or frequency outside of the FDA approved package labeling

e Combination therapy that is not supported by current clinical guidelines

References

1. Clinical Pharmacology. Abatacept. Revised 12/21/2021. Accessed 01/05/2023.

2. Orencia (abatacept) for injection. Prescribing information. Bristol-Myers Squibb
Princeton, NJ. Revised 05/2024.

3. 2018 American College of Rheumatology/National Psoriasis Foundation
Guideline for the Treatment of Psoriatic Arthritis. Arthritis & Rheumatology Vol.
71, No. 1, January 2019, pp 5-32 DOI 10.1002/art.40726. 2018 American College
of Rheumatology&#x002F; National Psoriasis Foundation Guideline for the

Treatment of Psoriatic Arthritis

4. 2021 American College of Rheumatology Guideline for the Treatment of Juvenile

Idiopathic Arthritis: Therapeutic Approaches for Oligoarthritis,
Temporomandibular Joint Arthritis, and Systemic Juvenile Idiopathic Arthritis.
Arthritis and Rheumatology. Vol 74 No. 4 April 2022, pp553-569. Available at:
https://www.rheumatology.org/Portals/0/Files/ACR-JIA%20Guideline-Oligo-TMJ-

sJIA-EarlyView.pdf

5. Fraenkel et al. 2021 American College of Rheumatology Guideline for the

Treatment of Rheumatoid Arthritis. Arthritis Care & Research Vol. 73, No. 7, July

2021, pp 924-939 DOI 10.1002/acr.24596. Available at: 2021 American College of

Rheumatology Guideline for the Treatment of Rheumatoid Arthritis

(contentstack.io).

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.
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MVP Health Care Medical Policy

Medicare Part B: Abatacept

Type of Policy: Medical Therapy
Prior Approval Date: 02/01/2024
Approval Date: 11/01/2025
Effective Date: 01/01/2026

Related Policies: Infliximab, Risankizumab, Secukinumab, Ustekinumab,
Golimumab, Tocilizumab, Certolizumab

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.

Drugs Requiring Prior Authorization under the medical benefit

J0129 abatacept, 10mg (Orencia V)

Overview/Summary of Evidence

Abatacept is a fully human recombinant fusion protein categorized as a costimulatory or
second-signal blocker of T cell activation. It is indicated for the treatment of adult
patients with moderately to severely active rheumatoid arthritis (RA), in patients 2 years
of age and older with active psoriatic arthritis (PsA), and in patients 2 years of age and
older with moderately to severely active polyarticular juvenile idiopathic arthritis.
Abatacept is also indicated as prophylaxis of acute graft versus host disease, in
combination with a calcineurin inhibitor and methotrexate, in adults and pediatric
patients 2 years of age and older undergoing hematopoietic stem-cell transplantation
from a matched or 1 allele-mismatched unrelated donor. Members should be screened
for immunologic and infectious disease prior to initiating therapy.

Indications/Criteria

A. For all indications, Abatacept IV (Orencia) may be considered for medical coverage
when:
e Prescribed for an FDA approved indication AND
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e Ordered by or with consult from a rheumatologist/immunologist AND
e Member has coverage under Medicare Part B and meets the criteria below for a
provider administered drug identified in this policy

B. Rheumatoid Arthritis
Abatacept may be considered for coverage for Rheumatoid Arthritis when the above
criteria are met AND:

e Member has a diagnosis of moderate to severe active adult RA as defined by
persistent or recurrent symptoms with documented synovitis and morning
stiffness of significant duration to inhibit activities of daily living.

e Chart notes are provided documenting a failure to respond to a three-month
trial of methotrexate at a maximally tolerated dose.

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

o If 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 AND documentation 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.

Initial approval for 6 months.

Extension requests will be approved for 12 months if the member has a
continued benefit to therapy

Extension requests where Abatacept did not have the full desired effect or
considered a clinical failure will require clinical rationale for continuing.

C. Juvenile Idiopathic Arthritis

Abatacept to treat Juvenile idiopathic arthritis will be reviewed on a case-by-case
basis using the American College of Rheumatology recommendations for the
treatment of juvenile idiopathic arthritis.

Page 2 of 4



MVP Health Care Medical Policy

Initial approval for 6 months.

Extension requests will be approved for 12 months if the member has a continued
benefit to therapy

Extension requests where Abatacept IV (Orencia) did not have the full desired effect
or considered a clinical failure will require clinical rationale for continuing.

D. Psoriatic Arthritis

Abatacept may be considered for coverage for Psoriatic Arthritis when the above

criteria are met AND:

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

e Chart notes are provided documenting 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 are provided documenting failure 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 (DMARDs)

o 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.

Initial approval for 6 months.

Extension requests will be approved for 12 months if the member has a continued
benefit to therapy

Extension requests where Abatacept IV (Orencia) did not have the full desired effect or
considered a clinical failure will require clinical rationale for continuing.

E. Acute graft versus host disease (GVHD) prophylaxis
Abatacept may be considered for coverage for GVHD when the above criteria are
met AND documentation that the member is undergoing hematopoietic stem-cell
transplantation (HSCT) from a matched or 1 allele-mismatched unrelated donor.
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Initial approval for 6 months.

Extension requests will be approved for 12 months if the member has a continued
benefit to therapy

Extension requests where Abatacept did not have the full desired effect or
considered a clinical failure will require clinical rationale for continuing.

Exclusions

The use of Abatacept will not be covered for the following situations:
e Dosing, age, and/or frequency outside of the FDA approved package labeling
e Combination therapy that is not supported by current clinical guidelines

References

1. Clinical Pharmacology. Abatacept. Revised 12/21/2021. Accessed 01/05/2023.

2. Orencia (abatacept) for injection. Prescribing information. Bristol-Myers Squibb
Princeton, NJ. Revised 05/2024.

3. 2018 American College of Rheumatology/National Psoriasis Foundation
Guideline for the Treatment of Psoriatic Arthritis. Arthritis & Rheumatology Vol.
71, No. 1, January 2019, pp 5-32 DOI 10.1002/art.40726. 2018 American College
of Rheumatology&#x002F; National Psoriasis Foundation Guideline for the
Treatment of Psoriatic Arthritis

4. 2021 American College of Rheumatology Guideline for the Treatment of Juvenile
Idiopathic Arthritis: Therapeutic Approaches for Oligoarthritis,
Temporomandibular Joint Arthritis, and Systemic Juvenile Idiopathic Arthritis.
Arthritis and Rheumatology. Vol 74 No. 4 April 2022, pp553-569. Available at:
https://www.rheumatology.org/Portals/0/Files/ACR-JIA%20Guideline-Oligo-TMJ-
sJIA-EarlyView.pdf

5. Fraenkel et al. 2021 American College of Rheumatology Guideline for the
Treatment of Rheumatoid Arthritis. Arthritis Care & Research Vol. 73, No. 7, July
2021, pp 924-939 DOI 10.1002/acr.24596. Available at: 2021 American College of
Rheumatology Guideline for the Treatment of Rheumatoid Arthritis
(contentstack.io).
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ACL Inhibitors

Type of Policy: Drug Therapy
Prior Approval Date: 08/01/2024
Approval Date: 11/01/2025
Effective Date: 01/01/2026

Related Policies: PCSK9 Inhibitors

Drugs Requiring Prior Authorization (covered under the pharmacy benefit)
Nexletol (Bempedoic acid)
Nexlizet (Bempedoic acid and ezetimibe)

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

Overview

Nexletol (Bempedoic Acid) is indicated to reduce the risk of myocardial infarction (Ml)
and coronary revascularization in adults who are unable to take recommended statin
therapy (including those not taking a statin with: established cardiovascular disease
(CVD) or a high risk for a CVD event but without established CVF. Nexletol is also
indicated as an adjunct to diet, in combination with other low-density lipoprotein
cholesterol (LDL-C) lowering therapies or alone when concomitant LDL-C lowering
therapy is not possible, to reduce LDL-C in adults with primary hyperlipidemia, including
heterozygous familial hypercholesterolemia (HeFH).

Nexlizet contains bempedoic acid in combination with ezetimibe. Nexlizet is indicated as
an adjunct to diet, alone or in combination with other low-density lipoprotein cholesterol (LDL-
C) lowering therapies, to reduce LDL-C in adults with primary hyperlipidemia, including
heterozygous familial hypercholesterolemia (HeFH). Nexlizet is also indicated to reduce the risk
of myocardial infarction and coronary revascularization in adults who are unable to take
recommended statin therapy (including those not taking a statin) with: established
cardiovascular disease (CVD), or a high risk for a CVD event but without established CVD.
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Ezetimibe reduces blood cholesterol by inhibiting the absorption of cholesterol by
targeting Niemann-Pick C1-Like 1 (NPC1L1) in the small intestine.> NPC1L1 is involved in
the intestinal uptake of cholesterol and phytosterols. Ezetimibe inhibits the absorption
of cholesterol, leading to a decrease in the delivery of intestinal cholesterol to the liver.
This causes a reduction of hepatic cholesterol stores and an increase in clearance of
cholesterol from the blood.

Indications/Criteria

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

Prior and current lipid treatments-including dose, duration of treatment, reason for
discontinuation, and LDL-C reduction

Current lipid panel and liver function tests obtained within 30 days of request
Confirmation the member has been adhering to lifestyle modifications (i.e heart
healthy diet, regular exercise)

Nexletol and Nexlizet must be prescribed by or given in consultation with a
cardiologist or endocrinologist

Nexletol or Nexlizet is being prescribed as adjunct with statin therapy

@)

If adjunct statin therapy is not considered medically appropriate, documentation
of a contraindication to all statins must be provided OR
Documentation of statin intolerance. Statin intolerance is confirmed with one of
the following:
i.  Intolerable muscle pain
1. Other causes/conditions that may cause muscle pain must be ruled
out
2. Pain must significantly improve or resolve upon discontinuation of
the statin
i. ~ Muscle pain with a CK>5 x ULN
i. ~ Hepatic transaminases >3 x ULN
Confirmation of at least two attempts of different statin re-challenges must be
provided (one of the statins must be rosuvastatin (Crestor)) Statin re-challenge is
not required if while on statin therapy the member had an elevation of CK level >
10 times ULN or experienced rhabdomyolysis

B. Risk reduction of myocardial infarction or coronary revascularization

ACL Inhibitors

Member has a history of ASCVD (must have one of the following):
o MlI, angina (stable or unstable), history of stroke or TIA, PTCA, CABG,

Peripheral vascular disease, or findings from a CT angiogram or cardiac
catheterization consistent with clinical ASCVD

Must meet one of the following:
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o Current LDL-C level >70 mg/dL after a minimum of 3 months of therapy
with a high potency statin in combination with ezetimibe 10 mg OR highest
tolerated statin dose in combination with ezetimibe 10 mg

e High potency statins include atorvastatin 40 mg, 80 mg, and
rosuvastatin 20 mg, 40 mg

e Member must be adherent with 3 months of high-intensity statin and
ezetimibe therapy

e Claims history will be used to verify adherence

e The following will be considered a contraindication to ezetimibe:
active hepatic disease or unexplained persistent elevations in serum
transaminases (3 times ULN), women who are pregnant, or are
breastfeeding

C. Heterozygous Familial Hypercholesterolemia (FH)

e Member has a confirmed diagnosis of heterozygous FH with one of the following
met:
o Genetic testing that indicates LDL-receptor mutation, ApoB defect, or PCSK9
mutation
o Dutch Lipid Clinic Network total score >8
o Simon-Broome Diagnostic Criteria
i.  Total cholesterol > 290 mg/dL or LDL-C >190 mg/dL, plus tendon
xanthomas in first or second degree relative

e Members without ASCVD must meet one of the following:

o Current LDL-C level >100 mg/dL after a minimum of 3 months of therapy
with a high potency statin in combination with ezetimibe 10 mg or highest
tolerated statin dose in combination with ezetimibe 10 mg

e High potency statins include atorvastatin 40 mg, 80 mg, and
rosuvastatin 20 mg, 40 mg

e Member must be compliant with 3 months of high-intensity statin
and ezetimibe therapy

e Claims history will be used to verify compliance

e The following will be considered a contraindication to ezetimibe:
active hepatic disease or unexplained persistent elevations in serum
transaminases (3 times ULN), women who are pregnant, or are
breastfeeding

Initial approval will be for 3 months.
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Subsequent extensions will be approved for 12 months if the member meets the criteria

below:
The member meets all criteria specified in the “initiating therapy” section (Section
A) above AND

e Member continues to receive concomitant maximally tolerated statin therapy
AND

e Member continues to demonstrate adherence with ACL inhibitor, statin therapy,
and lifestyle modifications. Claims history will be used to verify compliance AND

e Current documentation demonstrates the member has had a reduction or
maintained a reduction in LDL-C from baseline OR

e Reduction below the goal LDL-C level of <70 mg/dL for ASCVD or 100 mg/dL for
heterozygous FH

Exclusions

e Age, dose, frequency of dosing, and/or duration of therapy outside of FDA
approved package labeling
History of tendon rupture
Concomitant use with simvastatin greater than 20 mg or pravastatin greater than
40 mg

e Nexlizet: moderate to severe hepatic impairment

References

1. Nexletol (bempedoic acid) [prescribing information]. Ann Arbor, MI: Esperion
Therapeutics, Inc; Approved 2020. Revised 07/2025.

2. Nexlizet (bempedoic acid and ezetimibe) [prescribing information]. Ann Arbor, MI:
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Reduce LDL Cholesterol. New England Journal of Medicine [Internet].
2019;380(11):1022-32. Accessed October 2020.
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322(18):1780. Accessed October 2020.
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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

ACL Inhibitors Page 5 of 6
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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

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 requirements

© 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

ACL Inhibitors

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 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 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 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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Acthar
Type of Policy: Drug/Medical Therapy
Prior Approval Date: 02/01/2024
Approval Date: 02/01/2025
Effective Date: 04/01/2025

Related Policies:

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

Drugs Requiring Prior Authorization
JO800 (Injection, corticotropin, up to 40 units)

Overview

Acthar® Gel (repository corticotropin injection) is natural source adrenocorticotropic
hormone (ACTH) in 16% gelatin that stimulates prolonged hormonal release after
intramuscular or subcutaneous injection.

Indications/Criteria
A. Multiple Sclerosis

Acthar may be considered for coverage in the treatment of acute exacerbations
of relapsing-remitting multiple sclerosis when the following criteria is met:

o Prescribed by or in consult with a neurologist
o Member is 18 years of age or older
o The symptoms are severe and impair vision and/or mobility.

o There is a documented severe allergic or hypersensitivity reaction,
anaphylaxis, or angioedema to high-dose oral corticosteroids and/or IV
methylprednisolone or dexamethasone.

o Prescriber must rule out pseudo-exacerbation from other precipitating
factors (i.e. infection, pain, stress, premenstrual syndrome)

Acthar Page 1 of 5
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o Member is currently being treated with a Disease-Modifying Agent and
has been stable within the past 30 days
Initial approval will be for one month.

Extension requests require clinical documentation indicating response to initial
treatment and plan for continued therapy

B. Nephrotic Syndrome

Acthar may be considered for coverage in the treatment of nephrotic syndrome if
all the following criteria are met:

e Prescribed by or in consult with a nephrologist.
e Proteinuria of at least 3.5 g/24 hours.

e The member has been compliant with a low-protein diet and lipid
management

e Member has a documented severe allergic or hypersensitivity reaction,
anaphylaxis or angioedema to high-dose oral corticosteroids and/or IV
methylprednisolone or dexamethasone

e Member has not responded to high dose corticosteroids (prednisone up
to 80 mg/day) for up to 16 weeks

Idiopathic Type Fwst;)l::ieo 'rl"l(:rapy Second-line Therapy Option(s)
e Corticosteroids e Cyclosporine or
Focal Segmental tacrolimus
Glomerulonephritis e Mycophenolate AND
dexamethasone
e ACE-inhibitor OR ARB e Cyclophosphamide
IgA Nephropathy e Corticosteroids (crescentic IgAN, only)
Membranoproliferative e Cyclophosphamide e Mycophenolate AND
glomerulonephritis corticosteroids
Membranous e Corticosteroids AND e Cyclosporine OR
Nephropathy cyclophosphamide tacrolimus

Note: A failure is defined as not achieving a complete or partial remission following
treatment:

e Complete remission: reduction of proteinuria to less than 300 mg/day

e Partial remission: reduction of proteinuria to 300-3500 mg/day

C. Infantile Spasms
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Acthar may be considered for coverage in the treatment of infantile spasms if all
the following criteria are met:

e Documentation supporting diagnosis of infantile spasms (with
hypsarrhythmia) including onset of age, description of symptoms

e Provide dose, frequency, and number of requested vials per month.

e Failure, intolerance, or contraindication of all other available medical
treatments (such as vigabatrin and oral steroids).

e Less than 2 years of age.
e Prescribed by or in consult with a neurologist.

Initial approval will be for 6 months

Extension requests require documentation indicating an improvement in spasms
within four weeks of initiation of therapy.

D. Other FDA approved indications:

For other FDA approved indications Acthar use must meet MVP’s Experimental or
Investigational Procedures, Behavioral Health Services, Drugs and Treatments,
Off-Label use of FDA Approved Drugs and Clinical Trials policy.

Exclusions

The use of Acthar will not be covered for the following situations:
e Member has not failed all other standard therapies for the disease
o No documented failure of corticosteroid treatment.

e Members with absolute contraindications to Acthar including scleroderma,
osteoporosis, systemic fungal infections, ocular herpes simplex, recent
surgery, history of or the presence of a peptic ulcer, congestive heart failure,
uncontrolled hypertension, adrenal insufficiency, osteoporosis, or sensitivity to
proteins of porcine origin.

e Acthar administered intravenously

References

1. Acthar (corticotropin) injection gel, Prescribing information. Bedminster, NJ:
Mallinckrodt Pharmaceuticals; October 2021.
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syndrome. UpToDate (Accessed on January 4, 2016)

10. 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

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

Acthar
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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

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

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

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

Acthar

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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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)
JO791- 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 cluster together
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 O, week 2 and every 4 weeks
thereafter.

Indications/Criteria

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

e Chart notes documenting baseline vaso-occlusive crises (number of crises within
the past one year)
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e Chart notes documenting (or documentation of) failure, intolerance, or
contraindication to hydroxyurea therapy.

e Site of Care

a. Per the MVP Health Care Pharmacy Management Programs policy,
Adakveo is subject to Site of Care requirements and must be obtained
through a preferred home infusion vendor or contracted provider office.
Prior Authorization and medical justification are required for Adakveo
obtained and administered in a non-preferred site of care (i.e. outpatient
hospital setting).

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

ii. This requirement does not apply to MVP Medicare and Medicaid,
CHP members

Initial approval will be for 6 months

Extension requests will be up to one year. Extension requests require current chart
notes documenting improved member status and a decrease in baseline vaso-occlusive
crises.

Medicaid Variation

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

Initial approval will be for 6 months

Extension requests will be up to one year. Extension requests require documentation
of a decrease in baseline vaso-occlusive crises.

Exclusions

1. Indication, age, dose, frequency of dosing, and/or duration of therapy outside of FDA
approved package labeling.

References

1. Adakveo. Prescribing Information. East Hanover, NJ. Novartis Pharmaceuticals

Corporation. Revised 06/2024.
https://www.novartis.us/sites/www.novartis.us/files/adakveo.pdf
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2. Sickle cell anemia. Mayo Clinic. Available at: https://www.mayoclinic.org/diseases-
conditions/sickle-cell-anemia/symptoms-causes/syc-20355876

3. New York State Fee-For-Service Policy and Billing Guidance for Adakveo: New
Coverage Criteria and “J” Code. New York State Medicaid Update - May 2020
Volume 36 - Number 10 (ny.gov)

4. Study of Dose Confirmation and Safety of Crizanlizumab in Pediatric Sickle Cell
Disease Patients. Clinicaltrials.gov. Available at:
https://clinicaltrials.gov/ct2/show/NCT03474965?term=crizanlizumab&draw=28&r
ank=1. Last Updated 10/23/2024

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

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

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
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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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Medicare Part B: Adakveo

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

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

Refer to relevant CMS LCDs/NCDs/Policy Articles for most up to date Medicare Part B
guidance if available-.

Codes Requiring Prior Authorization (covered under the medical benefit)
JO791- 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 cluster together
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.

Epinephrine Autoinjector Page 1 of 2
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Indications/Criteria

Adakveo may be considered for coverage when all the following criteria are met:

Chart notes confirming the diagnosis of sickle cell disease.
Member is at least 16 years of age or older.

Chart notes documenting baseline vaso-occlusive crises (number of crises within
the past one year)

Chart notes documenting (or documentation of) failure, intolerance, or
contraindication to hydroxyurea therapy.

Initial approval will be for 6 months

Extension requests will be up to one year. Extension requests require current chart
notes documenting improved member status and a decrease in baseline vaso-occlusive

crises.

Exclusions

1.

Indication, age, dose, frequency of dosing, and/or duration of therapy outside of FDA
approved package labeling.

References

1.

Adakveo. Prescribing Information. East Hanover, NJ. Novartis Pharmaceuticals
Corporation. Revised 06/2024.
https://www.novartis.us/sites/www.novartis.us/files/adakveo.pdf

Sickle cell anemia. Mayo Clinic. Available at: https://www.mayoclinic.org/diseases-
conditions/sickle-cell-anemia/symptoms-causes/syc-20355876

New York State Fee-For-Service Policy and Billing Guidance for Adakveo: New
Coverage Criteria and "J” Code. New York State Medicaid Update - May 2020
Volume 36 - Number 10 (ny.gov)

Study of Dose Confirmation and Safety of Crizanlizumab in Pediatric Sickle Cell
Disease Patients. Clinicaltrials.gov. Available at:
https://clinicaltrials.gov/ct2/show/NCT03474965?term=crizanlizumab&draw=2&r
ank=1. Last Updated 10/23/2024
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Adalimumab

Type of Policy: Drug Therapy

Prior Approval Date: 10/01/2024

Approval Date: 11/01/2025

Effective Date: 01/01/2026

Related Policies: Aprelimast, Etanercept, Infliximab, Risankizumab,
Secukinumab, Tofacitinib, Upadacitinib, Ustekinumab,
Ozanimod

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

Drugs Requiring Prior Authorization under the pharmacy benefit
Humira (adalimumab)
Adalimumab-adaz

Hyrimoz

Overview

Adalimumab is a subcutaneous monoclonal antibody specific for tumor necrosis factor-
alpha (TNF-alpha), also known as a TNF-blocker. Adalimumab is indicated in a variety of
inflammatory disorders, including adults with rheumatoid arthritis (RA), psoriatic arthritis
(PsA), psoriasis, and ankylosing spondylitis (AS), adults and children with Crohn’s
disease, moderate to severe hidradenitis suppurativa, moderate to severe ulcerative
colitis, uveitis, and polyarticular juvenile idiopathic arthritis.

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

Lymphomas and other malignancies have been observed in patients treated with TNF
blocking agents.

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)
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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.

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, colorectal
surgeon, or ophthalmologist

Must be prescribed for an FDA approved indication

Humira, adalimumab-adaz and Hyrimoz are the preferred agents. Requests
for other adalimumab biosimilars will only be considered for coverage when:

o Documented failure, contraindication or ineffective response to all
preferred/formulary therapies for the specific indication.

B. Rheumatoid arthritis (RA)

Adalimumab may be considered for coverage for RA when the following criteria are met:

Member has a diagnosis of moderate to severe active adult RA as defined by
persistent or recurrent symptoms with documented synovitis and morning
stiffness of significant duration to inhibit activities of daily living.

Chart notes are provided documenting a failure to respond to a three-month
trial of methotrexate at a maximally tolerated dose.

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

o If 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 AND documentation confirming why methotrexate cannot be
used is required. If a trial of methotrexate is not appropriate due to
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alcohol use, 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.

Adalimumab may be used without prior methotrexate trial if 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 adalimumab
did not have the full desired effect or considered a clinical failure will
require clinical rationale for continuing.

C. Psoriatic arthritis (PsA)

Adalimumab may be considered for coverage for PsA when the following criteria are

met:

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

Chart notes documenting 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

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

o

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 member 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 adalimumab
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did not have the full desired effect or considered a clinical failure will
require clinical rationale for continuing.

D. Plaque Psoriasis

Adalimumab may be considered for coverage for psoriasis when the following criteria

are met:

The medication is ordered by or in consultation with a dermatologist

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

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 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 adalimumab
did not have the full desired effect or considered a clinical failure will
require clinical rationale for continuing.

E. Ankylosing Spondylitis (AS)

Adalimumab may be considered for coverage for AS when the following criteria
are met:

Member has a diagnosis of moderate to severe AS

Chart notes documenting 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

Chart notes are provided documenting significant clinical symptoms such as
fatigue, spinal pain, arthralgia, inflammation of joints and tendons, morning
stiffness duration and therapy AND
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e 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 adalimumab
did not have the full desired effect or considered a clinical failure will
require clinical rationale for continuing.

F. Crohn’s Disease

Adalimumab may be considered for coverage for Crohn’s Disease when the
following criteria are met:

e Diagnosis of moderate to severe active Crohn’s disease confirmed by endoscopy
(or capsule endoscopy when appropriate)

e 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%

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 adalimumab did not have
the full desired effect or considered a clinical failure will require clinical rationale
for continuing.

G. Hidradenitis Suppurativa

Adalimumab may be considered for coverage for hidradenitis suppurativa when
the following criteria are met:

e Diagnosis of moderate to severe disease (Hurley State Il or Ill)

e An appropriate trial with two of the following was not effective or
contraindicated

e Oral antibiotic therapy (tetracycline, clindamycin)
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e Hormonal therapy with antiandrogenic agents (drospirenone containing
oral contraceptives, spironolactone, finasteride, dutasteride)

e Oral retinoids

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 with documentation of at least 50% improvement in
clinical signs/symptoms. Extension requests where adalimumab did not have the
full desired effect or considered a clinical failure will require clinical rationale for
continuing.

H. Uveitis

Adalimumab may be considered for coverage for Uveitis when the following
criteria are met:

e Diagnosis of non-infectious intermediate, posterior and panuveitis uveitis

e Documentation that the member has received an adequate course of an oral
corticosteroid and is unable to taper without worsening of disease or that
there is a contraindication to use of an oral corticosteroid.

e Documentation that the member has failed therapy with or has a
contraindication to the use of one of the following immunosuppressive drugs-
methotrexate, azathioprine, mycophenolate mofetil, cyclosporine or
tacrolimus.

Initial approval will be for 6 months.

Extension requests will be approved for up to 12 months if the member has a
documentation to support no development of new inflammatory chorioretinal
and/or inflammatory retinal vascular lesions, increased anterior chamber cell
grade or vitreous haze grade, and decrease in best corrected visual acuity.
Extension requests where adalimumab did not have the full desired effect or
considered a clinical failure will require clinical rationale for continuing.

I. Polyarticular juvenile idiopathic arthritis

Adalimumab may be considered for coverage for Polyarticular juvenile idiopathic
arthritis on a case- by-case basis using the American College of Rheumatology
recommendations for the treatment of juvenile idiopathic arthritis.
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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 adalimumab did not have

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

J. Ulcerative Colitis

Adalimumab may be considered for coverage for ulcerative colitis when the
following criteria are met:

e Diagnosis of moderate to severe ulcerative colitis

e Chart notes are provided documenting an 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).

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

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 adalimumab did not have
the full desired effect or considered a clinical failure will require clinical rationale
for continuing.

K. Pyoderma Gangrenosum with coexisting inflammatory bowel disease and
refractory Wegener’s Granulomatosis

e Requests will be reviewed on a case-by-case basis

Exclusions
Adalimumab 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 clinical guidelines
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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.
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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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Agents for Fabry Disease

Type of Policy: Drug

Prior Approval Date: N/A
Approval Date: 10/01/2025
Effective Date: 11/01/2025
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
J2508 Elfabrio (Injection, pegunigalsidase alfa-iwxj, 1 mg)
J0180 Fabrazyme (Injection, agalidase beta, Tmq)

Overview

Pegunigalsidase alfa (Elfabrio) is a hydrolytic lysosomal neutral glycosphingolipid-
specific enzyme given by intravenous infusion for the treatment of confirmed Fabry
disease in adults. Agalsidase Beta (Fabrazyme) is a recombinant human alpha-
galactosidase A enzyme given by intravenous infusion in adult and pediatric patients 2
years and older.

Patients with Fabry disease have a deficiency of the lysosomal enzyme,
ceramidetrihexosidase or alpha-galactosidase A, which breaks down glycosphingolipids
(predominantly globotriaosylceramide or GL-3). Glycosphingolipids accumulate in the
lining of blood vessels in the heart, kidney, and other organs in patients without an
adequate presence of alpha-galactosidase A.

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

e Elfabrio or Fabrazyme are prescribed by or in consultation with a
geneticist, endocrinologist, a metabolic disorder specialist or a physician
who specializes in the treatment of lysosomal storage disorder.

e Per the MVP Health Care Pharmacy Management Programs policy,
Elfabrio and Fabrazyme are subject to Site of Care requirements and must
be obtained through a preferred home infusion vendor or contracted
provider office. Prior Authorization and medical justification is required for
Elfabrio obtained and administered in a non-preferred site of care (i.e.
outpatient hospital setting).

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

iil. This requirement does not apply to MVP Medicare and Medicaid,
CHP members

B. Fabry disease treatment

Elfabrio or Fabrazyme may be considered for coverage for Fabry disease
treatment when the following criteria is met:
e Chart notes documenting that the member has a confirmed diagnosis of
Fabry disease with supporting laboratory results.
o Member has a laboratory test demonstrating deficient a-

galactosidase A activity in leukocytes or fibroblasts; OR member has
a molecular genetic test demonstrating pathogenic variants in the
galactosidase alpha gene

Initial approval will be for 6 months

Extension requests will be approved forup to 12 months with current documentation
supporting that the member has a continued benefit to therapy.

Exclusions

The use of Elfabrio 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 use with Fabrazyme and/or Galafold
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The use of Fabrazyme will not be covered for the following situations:

Age, dose, frequency of dosing, and/or duration of therapy outside of FDA
approved package labeling
Combination use with Elfabrio and/or Galafold
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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.
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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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Agents for Female Sexual Dysfunction
Type of Policy: Drug Therapy
Prior Approval Date: 11/01/2024
Approval Date: 08/01/202
Effective Date: 10/01/2025
Related Policies: N/A

Drugs Requiring Prior Authorization (covered under the pharmacy benefit)

Addyi® (flibanserin) oral tablets
Vyleesi (bremelanotide) solution for injection

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

Overview

Addyi® (flibanserin) is a postsynaptic 5-HT1A agonist, 5-HT2A antagonist non-hormonal
treatment for hypoactive sexual desire disorder (HSDD) in premenopausal women.
Vyleesi is a melanocortin receptor agonist administered subcutaneously for the
treatment of HSDD in premenopausal females. Assessment of a patient presenting for
possible treatment involves readily discernable factors including:

* Degree of dissatisfaction with her current level of sexual desire or interest
» Change from her previous level of sexual desire or interest
» Whether that change is causing her distress, and

« Whether there are alternative explanations for the lack of desire such as
dissatisfaction with relationship or partner, concomitant medication or medical
condition causing sexual dysfunction, pregnancy, recent childbirth, or other pre-
existing sexual dysfunction



Indications/Criteria

Addyi and Vyleesi may be considered for coverage if the following criteria are met:

Member has a confirmed diagnosis of acquired or generalized hypoactive sexual
desire disorder (HSDD) by a mental health professional or gynecologist
Low sexual desire is not related to:
o co-existing medical or psychiatric condition
o The effects of a medication or other drug substance
» Medications may include antipsychotics, antiepileptic drugs, beta-
blockers or SSRIs
o Problems with relationship
Secondary causes of HSDD such as chronic illness, emotional issues, gynecologic
issues, hormone changes, major life events have been evaluated
For Vyleesi:
o Provider attestation that the member has been assessed for cardiovascular
risk and their blood pressure is under control
For Addyi
o Provider attestation that the member is not concomitantly on moderate or
strong CYP3A4 inhibitors (i.e. fluconazole, itraconazole, ketoconazole,
verapamil, ritonavir, ciprofloxacin, clarithromycin, diltiazem).

Initial approval will be for 6 months

Extension requests will be approved for up to 12 months if all the following must be

met:
e Documentation identifies that medication has improved HSDD
e Prescription history must show compliance as defined by a medication
possession ratio of at least 80%.
e Member's cardiovascular risk is assessed, and blood pressure is under control
for Vyleesi.
Exclusions

Member is postmenopausal
Low sexual desire due to a medical or psychiatric condition



e Exclusions associated with REMS criteria

e Use to enhance sexual performance

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

References

1. Addyi (flibanserin) tablets. Prescribing Information. Raleigh, NC: Sprout
Pharmaceuticals. June 2016. Revised January 2025.

2. Vyleesi (bremelanotide injection), for subcutaneous use. Prescribing Information.
Waltham, MA: AMAG Pharmaceuticals, Inc. June 2019. Revised March 2024

3. New York State Department of Health. Guidance on the Coverage of Prescription
PDE5 Inhibitors, and Other Prescription Drugs Indicated for Treatment of Sexual
and Erectile Dysfunction. September 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
MVP Medicare Preferred Gold HMO POS Not Covered
MVP Medicare Secure HMO POS Not Covered
MVP Medicare Secure Plus HMO POS Not Covered
MVP Medicare WellSelect PPO Not Covered
MVP Medicare WellSelect Plus PPO Not Covered
MVP Medicare Patriot Plan PPO Not Covered
MVP DualAccess D-SNP HMO Not Covered
MVP DualAccess Complete D-SNP HMO Not Covered
MVP DualAccess Plus D-SNP HMO Not Covered
UVM Health Advantage Select PPO Not Covered
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 Not Covered
MVP Medicare Secure Plus HMO POS Not Covered
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
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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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Amtagyvi (Lifileucel)

Type of Policy: Medical Therapy (administered by the pharmacy department)
Prior Approval Date: 06/01/2024

Approval Date: 08/01/2025

Effective Date: 10/01/2025

Related Policies: CAR T-Cell Therapy

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

Drugs Requiring Prior Authorization under the medical benefit

J999 Amtagvi (Lifileucel)

Overview

Lifileucel is a tumor-derived autologous T-cell immunotherapy indicated for the
treatment of adult patients with unresectable or metastatic melanoma previously
treated with a PD-1 blocking antibody, and if BRAF V600 mutation positive, a BRAF
inhibitor with or without a MEK inhibitor. This indication is approved under accelerated
approval based on objective response rate (ORR). Continued approval for this indication
may be contingent upon verification and description of clinical benefit in a confirmatory
trial(s).

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)
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MVP Health Care Medical Policy

coverage, quantity limit, step therapy, and prior authorization. Pharmacy benefit
information can be found here: https://www.emedny.org/info/fullform.pdf

Indications/Criteria

Unresectable or metastatic melanoma

Amtagvi may be considered for coverage when ALL the following criteria are met:

e Prescribed by or in consultation with an oncologist

e Chart notes confirming a diagnosis of unresectable or metastatic melanoma

e Chart notes confirming the member has been previously treated with a PD-1
blocking antibody (such as Opdivo, Keytruda etc.). Documentation must include
dates of use.

e For members with a positive BRAF V600 mutation, chart notes confirming the
member has also been previously treated with a BRAF inhibitor (such as Zelboraf,
Tafinlar, Braftovi, etc) with or without a MEK inhibitor (such as Mekinist, Cotellic,
Mektovi, etc). Documentation must include dates of use.

e Documentation that the member will receive a lymphodepleting regimen of
cyclophosphamide and fludarabine before Amtagvi infusion.

e Documentation that member has not received live vaccines 28 days prior to
Amtagvi infusion

e Provider attestation that the member is eligible to receive post-lifileucel
aldeskeukin (IL-2) therapy

e Documentation that the member does not have signs and symptoms of acute
renal failure prior to therapy.

e Memberis > 18 years old

e For female members, a negative serum pregnancy test must be confirmed

e Member has an Eastern Cooperative Oncology Group (ECOG) performance status
of 0 to 1.

e Hospitals administering Amtagvi must be appropriately certified to do so. Please
see the link for certified treatment centers: AMTAGVI Now Approved Official Site

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
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MVP Health Care Medical Policy

Amtagvi will be approved as a one-time dose within 6 months. Requests for
replacement due to lost or damaged product will not be covered. Coverage is
contingent on eligibility at the time of infusion.

Exclusions

The use of Amtagvi 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 Member has been previously treated with Amtagvi
e Members with active systemic infections
e Members with any of the following as these were excluded in clinical trials:

(@]

o O O O

Uncontrolled brain metastases

Organ allograft or prior cell transfer

Melanoma of uveal or ocular origin

Current systemic steroid therapy

Left ventricular ejection fraction (LVEF) less than 45% or New York Heart
Association (NYHA) functional classification greater than Class 1

Forced expiratory volume in one second (FEV1) of less than or equal to
60%.

e Prescribed in combination with other CAR T-Cell therapy
e Previously treated with other CAR T-Cell therapy

References

1. Highlights of prescribing information ... [Internet]. lovance Biotherapeutics ; 2024 [cited
2024 Apr 11]. Available from: https://www.iovance.com/AMTAGVI USPI/

2. National Comprehensive Cancer Network. NCCN Guidelines Version 2.2024 Melanoma:
Cutaneous cutaneous melanoma.pdf (nccn.org)

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
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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 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).
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© 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: Amtagvi (Lifileucel)

Type of Policy: Medical Therapy (administered by the pharmacy department)
Prior Approval Date: 06/01/2024

Approval Date: 08/01/2025

Effective Date: 10/01/2025

Related Policies: CAR T-Cell Therapy

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

Refer to relevant CMS LCDs/NCDs/Policy Articles for most up to date Medicare Part B
guidance if available.

Drugs Requiring Prior Authorization under the medical benefit

J999 Amtagvi (Lifileucel)

Overview

Lifileucel is a tumor-derived autologous T-cell immunotherapy indicated for the
treatment of adult patients with unresectable or metastatic melanoma previously
treated with a PD-1 blocking antibody, and if BRAF V600 mutation positive, a BRAF
inhibitor with or without a MEK inhibitor. This indication is approved under accelerated
approval based on objective response rate (ORR). Continued approval for this indication
may be contingent upon verification and description of clinical benefit in a confirmatory
trial(s).

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.
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MVP Health Care Medical Policy

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

Unresectable or metastatic melanoma

Amtagvi may be considered for coverage when ALL the following criteria are met:

e Prescribed by or in consultation with an oncologist

e Chart notes confirming a diagnosis of unresectable or metastatic melanoma

e Chart notes confirming the member has been previously treated with a PD-1
blocking antibody (such as Opdivo, Keytruda etc.). Documentation must include
dates of use.

e For members with a positive BRAF V600 mutation, chart notes confirming the
member has also been previously treated with a BRAF inhibitor (such as Zelboraf,
Tafinlar, Braftovi, etc) with or without a MEK inhibitor (such as Mekinist, Cotellic,
Mektovi, etc). Documentation must include dates of use.

e Documentation that the member will receive a lymphodepleting regimen of
cyclophosphamide and fludarabine before Amtagvi infusion.

e Documentation that member has not received live vaccines 28 days prior to
Amtagyvi infusion

e Provider attestation that the member is eligible to receive post-lifileucel
aldeskeukin (IL-2) therapy

e Documentation that the member does not have signs and symptoms of acute
renal failure prior to therapy.

e Memberis > 18 years old

e For female members, a negative serum pregnancy test must be confirmed

e Member has an Eastern Cooperative Oncology Group (ECOG) performance status
of 0 to 1.

e Hospitals administering Amtagvi must be appropriately certified to do so. Please
see the link for certified treatment centers: AMTAGVI Now Approved Official Site

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
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Amtagvi will be approved as a one-time dose within 6 months. Requests for
replacement due to lost or damaged product will not be covered. Coverage is
contingent on eligibility at the time of infusion.

Exclusions

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

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

Member has been previously treated with Amtagvi

Members with active systemic infections

Members with any of the following as these were excluded in clinical trials:

(@]

o O O O

Uncontrolled brain metastases

Organ allograft or prior cell transfer

Melanoma of uveal or ocular origin

Current systemic steroid therapy

Left ventricular ejection fraction (LVEF) less than 45% or New York Heart
Association (NYHA) functional classification greater than Class 1

Forced expiratory volume in one second (FEV1) of less than or equal to
60%.

Prescribed in combination with other CAR T-Cell therapy
Previously treated with other CAR T-Cell therapy

References

1.

Highlights of prescribing information ... [Internet]. lovance Biotherapeutics ; 2024 [cited
2024 Apr 11]. Available from: https://www.iovance.com/AMTAGVI USPI/

National Comprehensive Cancer Network. NCCN Guidelines Version 2.2024 Melanoma:
Cutaneous cutaneous melanoma.pdf (nccn.org)
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Anifrolumab

Type of Policy: Drug Therapy
Prior Approval Date: N/A
Approval Date: 10/01/2025
Effective Date: 11/01/2025
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

J0491 Saphnelo (Injection, anifrolumab-fnia, 1 mg)

Overview

Anifrolumab is a type 1 interferon receptor antagonist approved for the treatment of
moderate to severe systemic lupus erythematosus (SLE) in adult patients who are
receiving standard therapy.

Indications/Criteria

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

e Saphnelo is prescribed by or in consultation with a rheumatologist, clinical
immunologist, nephrologist, neurologist, or dermatologist.

e Per the MVP Health Care Pharmacy Management Programs policy,
Saphnelo is subject to Site of Care requirements and must be obtained
through a preferred home infusion vendor or contracted provider office.
Prior Authorization and medical justification is required for Saphnelo
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obtained and administered in a non-preferred site of care (i.e. outpatient
hospital setting).

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

ii. This requirement does not apply to MVP Medicare and Medicaid,
CHP members

B. Moderate to severe systemic lupus erythematosus

Saphnelo may be considered for coverage when all of the following criteria is
met:

e Chart notes documenting a confirmed diagnosis of active systemic lupus
erythematosus (SLE)

e Documentation that the member is currently receiving standard therapy
and will be used in combination with Saphnelo therapy (i.e.
hydroxychloroquine, methotrexate, azathioprine, mycophenolate,
corticosteroids).

e Documentation that the member has had an inadequate response to
standard therapy alone.

Initial approval will be for 12 months

Extension requests will be approved forup to 12 months when the member has a
continued benefit to therapy.

Exclusions

The use of Saphnelo 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 with Benlysta
e Members with severe active lupus nephritis
e Members with severe active central nervous system lupus
e Combination with other biologic products

References

1. American College of Rheumatology. 2025 Guideline Summary for the Treatment
of Systemic Lupus Erythematosus (SLE) [Internet]. Atlanta (GA): American College
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of Rheumatology; 2025 [cited 2025 Jul 10]. Available
from: https://assets.contentstack.io/v3/assets/bltee37abb6b278ab2c/bltec93920a

ad624e33/sle-quideline-summary-2025.pdf

2. Saphnelo (anifrolumab-fnia). In: Clinical Pharmacology [database on the Internet].
Tampa (FL): Elsevier. publication year [cited July 11, 2025]. Available from:
www.clinicalpharmacology.com. Subscription required to view.

3. Saphnelo (anifrolumab-fnia). [Package Insert]. Wilmington, DE. AstraZeneca.
Revised August 2024. Available at: SAPHNELO Full Prescribing Information

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
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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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Antibiotic/Antiviral (oral) Prophylaxis

Type of Policy: Drug Therapy
Prior Approval Date: 12/01/2023
Approval Date: 12/01/2024
Effective Date: 02/01/2025

Related Policies: NA

Codes Requiring Prior Authorization
HCPC Codes:  N/A

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

Overview

Antibiotics and antivirals are used for treatment and prophylaxis of disease. The Center
for Disease Control (CDC) and state health departments offer guidance on the
appropriate use of antibiotics and antivirals. Antibiotics and antivirals should not be
prescribed for members to stockpile for future use.

Indications/Criteria

The Vice President, Health and Pharmacy Management, in conjunction with the Chief
Medical Officer, will determine such limits as required on antibiotic and antiviral usage
to prevent inappropriate utilization and/or stockpiling. These limits will be presented to
and approved by the Pharmacy & Therapeutics (P&T) Committee at the first scheduled
meeting immediately following the determination.

The prescription drug rider is required for coverage.

Antibiotic/Antiviral (oral) Prophylaxis Page 1 of 4
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Quantity limits will be enforced at the pharmacy on antibiotics and antivirals with the
potential for inappropriate stockpiling or use for prophylaxis following national public
health alerts and/or warnings. These limits shall be in effect for such time as deemed
necessary by the P&T committee.

Overrides may be allowed pursuant to information supplied to MVP from a participating
provider that exposure has occurred, and antibiotic or antiviral prophylaxis is medically
necessary.

Exclusions
e Members who do not meet above criteria.
e Members who do not have a prescription drug rider.

References

1. Centers for Disease Control and Prevention (CDC). Antiviral Medications for the
treatment and chemoprophylaxis of influenza: recommendations of the Advisory
Committee on Immunization Practices (ACIP), 2011. MMWR 2011;60 (RRO1);1-24.

2. Centers for Disease Control and Prevention (CDC). Antibiotic / Antimicrobial
Resistance. Available: http://www.cdc.gov/drugresistance/index.htm.

3. New York State Department of Health. Seasonal Influenza (Flu) Available:
http://www.health.state.ny.us/diseases/communicable/influenza/.

New York State Department of Health. Antibiotic Resistance: Preserve Antibiotics
Protect the Future.
https://www.health.ny.gov/professionals/protocols_and_guidelines/antibiotic_resistance/
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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).

shall in all 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

*Medical Management Requirements
Prior Auth

Potential for Retrospective Review
Retro Review

Not Covered

See SPD

Antibiotic/Antiviral (oral) Prophylaxis

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

Type of Policy: Drug Therapy
Prior Approval Date: 10/01/2024
Approval Date: 11/01/2025
Effective Date: 01/01/2026
Related Policies: Adalimumab
Etanercept
Infliximab

Risankizumab
Secukinumab
Tofacitinib
Upadacitinib
Ustekinumab

Ozanimod

Apremilast

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

policies.

Drugs Requiring Prior Authorization under the pharmacy benefit

Otezla (apremilast)

Overview

Apremilast is an oral phosphodiesterase-4 (PDE4) inhibitor and is considered a targeted
synthetic DMARD. The drug is indicated for use in adults with oral ulcers associated with
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Behcet's Disease, plaque psoriasis in patients who are candidates for phototherapy or
systemic therapy, and for adults with active psoriatic arthritis (PsA).

Indications/Criteria

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

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

® Must be prescribed for an FDA approved indication
B. Behcet's Disease (oral ulcers)

Apremilast may be considered for coverage for oral ulcers associated with
Behcet's Disease when the following criteria is met:

o Chart notes documenting a failure, adverse effects and/or contraindication
to topical corticosteroids (or documentation supporting that topical
corticosteroid use is inappropriate due to disease severity and/or area
affected).

Initial approval will be for 12 months.

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

C. Plaque Psoriasis

Apremilast may be considered for coverage for plaque psoriasis when one the
following criteria is met:
e Member has previously received a biologic indicated for the treatment
of plaque psoriasis OR
e Member has had an inadequate response or intolerance to ONE of the
following: phototherapy (e.g., UVB, PUVA) OR topical therapies (e.g.
medium or higher potency topical corticosteroids, calcineurin
inhibitors, vitamin D analogs) OR
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o Member has a contraindication or clinical reason to avoid BOTH of
the following: phototherapy (e.g., UVB, PUVA) AND topical
therapies (topical corticosteroids, calcineurin inhibitors, vitamin D
analogs) OR

e Member has had an inadequate response to or intolerance to
pharmacological treatment with ONE of the following medications:
methotrexate, cyclosporine, or acitretin OR

o Member has a clinical reason to avoid pharmacological
treatment with ALL the following medications: methotrexate,
cyclosporine, and acitretin.

Initial approval will be for 12 months.

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

D. Psoriatic arthritis (PsA)

Apremilast 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.

o Chart notes 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.

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.

e 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.
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Initial approval will be for 12 months.

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

Exclusions

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

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

Combination therapy that is not supported by current clinical guidelines

References

1.

Otezla (apremilast) package insert. Thousand Oaks, CA:Amgen, Inc; Approved
2014. Revised 08/2025.

Rosenbaum J. Uveitis: Treatment. Last updated May 19, 2017. UpToDate. Retrieved
June 21, 2017 from https://www-uptodate-com.ezproxy./contents/uveitis-
treatment?source=search_result&search=uveitis%20treatment&selectedTitle=1~150#H6

Singh JA, Guyatt G, Ogdie A, et al. 2018 American College of
Rheumatology/National Psoriasis Foundation Guideline for the Treatment of
Psoriatic Arthritis. Journal of Psoriasis and Psoriatic Arthritis. 2019;4(1):31-58.
doi:10.1177/2475530318812244Menter, A, Strober, B., Kaplan, D., et al. (2019).
Journal of the American Academy of Dermatology. Volume 80, Issue 4, P1029-
1072. Joint AAD-NPF guidelines of care for the management and treatment of
psoriasis with biologics - Journal of the American Academy of Dermatology

(jaad.org)

Alpsoy E, Leccese P, Emmi G, Ohno S. Treatment of Behcet's Disease: An
Algorithmic Multidisciplinary Approach. Front Med (Lausanne). 2021 Apr
28,;8:624795. doi: 10.3389/fmed.2021.624795. PMID: 33996847; PMCID:
PMC8115406.
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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

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

MVP VT Plus HMO

Prior Auth

MVP VT HDHP HMO

Prior Auth
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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 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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Arimoclomol
Type of Policy: Drug therapy (administered by the pharmacy department)
Prior Approval Date: N/A
Approval Date: 08/01/2025
Effective Date: 10/01/2025

Related Policies: Orphan Drugs and Biologicals

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

Drugs Requiring Prior Authorization under the pharmacy benefit

Miplyffa (arimoclomol) capsules

Overview

Arimoclomol is indicated for use in combination with miglustat for the treatment of
neurological manifestations of Niemann-Pick disease type C (NPC). NPC is a rare
inherited autosomal recessive genetic disorder where the body is unable to transport
cholesterol and other lipids within a cell. This leads to the accumulation of cholesterol
and other lipids inside various tissues of the body, including brain tissue. NPC is caused
by changes in the NPC1 gene or the NPC2 gene.

Indications/Criteria
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A. Niemann-Pick disease Type C

Miplyffa (arimoclomol) may be considered for coverage when all of the following
criteria is met:
e Member has a confirmed diagnosis of Niemann-Pick disease type C

e Chart notes documenting genetic confirmation of Niemann-Pick disease
type C analyzing the NPC1 gene and NPC2 gene.

e Chart notes documenting baseline or current assessment with NPC Clinical
Severity Scales (i.e. 1T7-doman NPCCSS, 5-domain NPCCS)

e Chart notes documenting neurological manifestations of Niemann-Pick
disease type C

e Provider attestation that Miplyffa is prescribed in combination with
miglustat

Initial approval will be for 12 months

Extension requests will be approved forup to 12 months when all the following criteria
is met:
e Continuation requests must indicate that Miplyffa is being used in combination
with miglustat. Claims history will be reviewed for confirmation.

e Chart notes indicating that the member has a continued benefit to therapy such
as slowed progression based on current assessment with NPC Clinical Severity
Scales (i.e. 17-doman NPCCSS, 5-domain NPCCS)

Exclusions

The use of Miplyffa (arimoclomol) will not be covered for the following situations:

e Used in combination with Levacetylleucine (Agneursa)
e Age, dose, frequency of dosing, and/or duration of therapy outside of FDA
approved package labeling

References
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1. National Organization for Rare Disorders (NORD). Niemann-Pick Disease Type C
[Internet]. Danbury (CT): NORD; 2024 Sep 25 [cited 2025 Jul 2]. Available
from: Niemann Pick Disease Type C - Symptoms, Causes, Treatment | NORD

2. Zevra Therapeutics, Inc. MIPLYFFA (arimoclomol) prescribing information
[Internet]. Celebration (FL): Zevra Therapeutics; 2024 Sep [cited 2025 Jul 2].
Available from: https://zevra.com/documents/MIPLYFFA-Prescribing-
Information.pdf

3. Miplyffa. In: Clinical Pharmacology [database on the Internet]. Tampa (FL):
Elsevier. 2025 [July 2025]. Available from: www.clinicalpharmacology.com.
Subscription required to view.

4. Yanjanin NM, Vélez JI, Gropman A, King K, Bianconi S, Conley SK, et al. Linear
clinical progression, independent of age of onset, in Niemann-Pick disease, type
C. Orphanet J Rare Dis. 2021;16:63. Available from:
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Asfotase alfa
Type of Policy: Drug therapy (administered by the pharmacy department)

Prior Approval Date: NA

Approval Date: 08/01/2025

Effective Date: 10/01/2025

Related Policies: Orphan Drugs and Biologicals

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

Drugs Requiring Prior Authorization under the pharmacy benefit
Strensiq (Asfotase alfa) solution for injection

Overview

Asfotase alfa is an enzyme replacement therapy for treatment of perinatal/infantile- and
juvenile-onset hypophosphatasia (HPP). HPP is caused by mutations in the tissue
nonspecific alkaline phosphatase (TNSALP) enzyme, which is encoded by the alkaline
phosphatase (ALP) gene. TNSALP is responsible for formation of an essential mineral in
normal bone; deficient TNSALP results in defective bone mineralization that can result in
bone and skeletal system abnormalities, as well as systemic complications such as
muscle weakness and respiratory failure. HPP is a genetic, chronic, progressive, and
potentially life-threatening metabolic disease that affects less than 20 patients per one
million in the general population.

Indications/Criteria

A. Perinatal/infantile or juvenile-onset hypophosphatasia (HPP)
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Strensiq may be considered for coverage when all of the following criteria is met:
e Member has a diagnosis of perinatal/infantile or juvenile-onset
hypophosphatasia (HPP)

e HPP diagnosis is supported by one of the following:

o Documentation of genetic testing documenting Alkaline
Phosphatase (ALPL) gene variants OR

o Documentation of low baseline serum alkaline phosphatase (ALP)
OR

o Documentation of an elevated alkaline phosphatase substrate (i.e.,
serum pyridoxal 5'-phosphate, serum, or urinary inorganic
pyrophosphate, urinary phosphoethanolamine)

e Member currently has or a history of clinical manifestations consistent with
hypophosphatasia OR has a family history (parent or sibling) of
hypophosphatasia.

o Examples of clinical manifestation include but are not limited to:
early tooth loss, growth failure, delayed milestones, slow to heal
fractures, Rickets, hypercalcemia, hypercalciurua, joint/bone pain,
etc

e Symptom or disease onset occurred <18 years of age

e Strensiq is prescribed by or in consultation with a geneticist,
endocrinologist, or prescriber with HPP experience or expertise

Initial approval will be for 6 months

Extension requests will be approved forup to 12 months when accompanied by
current documentation indicating that the member has a continued benefit to therapy.

Exclusions

The use of Strensiq 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
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References

1. Mayo Clinic. Hypophosphatasia: clinical updates and therapeutic advances
[Internet]. Rochester (MN): Mayo Foundation for Medical Education and
Research; [cited 2025 Jul 2]. Available from: https://www.mayoclinic.org/medical-
professionals/endocrinology/news/hypophosphatasia-clinical-updates-and-
therapeutic-advances/mac-20477637

2. Strensiq Title. In: Clinical Pharmacology [database on the Internet]. Tampa (FL):
Elsevier. 2025 [July 2025]. Available from: www.clinicalpharmacology.com.
Subscription required to view.

3. Strensiq [package insert]. Boston MA: Alexion Pharmaceuticals; July 2024.

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
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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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Baricitinib
Type of Policy: Drug Therapy (administered by the pharmacy department)
Prior Approval Date:  04/01/2024
Approval Date: 06/01/2024
Effective Date: 01/01/2026
Related Policies: Cosmetic Drug Agents, Ritlecitinib

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

Drugs Requiring Prior Authorization under the pharmacy benefit

Baricitinib (Olumiant)

Overview

Baricitinib is an oral Janus kinase (JAK) inhibitor and is considered a targeted synthetic
disease-modifying antirheumatic drug (tsDMARD). Janus kinases are intracellular
enzymes that transmit signals arising from cytokine interactions on the cellular
membrane to influence cellular processes of immune cell function. Baricitinib is FDA
approved for the treatment of moderately to severely active rheumatoid arthritis in
persons who have had an inadequate response to tumor necrosis factor (TNF) inhibitors.
It is also FDA approved to treat severe alopecia areata, a disease when the immune
system attacks hair follicles and causes hair loss.

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)
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coverage, quantity limit, step therapy, and prior authorization. Pharmacy benefit
information can be found here: https://www.emedny.org/info/fullform.pdf

A. Rheumatoid Arthritis (RA)

Baricitinib may be considered for coverage for Rheumatoid Arthritis when all the
following criteria below are met:

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

e Chart notes are provided documenting a failure to respond to a three-month
trial of methotrexate at a maximally tolerated dose.

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

o If the member has a contraindication or significant intolerance to
methotrexate

» Chart notes documenting failure to respond to at least one
other nonbiologic DMARD at a maximally tolerated dose for at
least 3 months AND documentation 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.

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 baricitinib did not
have the full desired effect or considered a clinical failure will require clinical
rationale for continuing.

B. Alopecia areata

Baricitinib 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
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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 baricitinib did not
have the full desired effect or considered a clinical failure will require clinical
rationale for continuing.

Exclusions

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

Dosing, age, and/or frequency exceeding the FDA approved package labeling.
Combination therapy that is not supported by current guidelines

Avoid using baricitinib in members that may be at increased risk of thrombosis
and thromboembolism; use with caution in those with thromboembolic disease
Cosmetic use

Member has a current active, serious or opportunistic infection

References

1.

National Institute of Arthritis and Musculoskeletal and Skin Diseases. Alopecia
Areata - Hair loss Causes & Living With It | NIAMS (nih.gov). Accessed January
2024.

Baricitinib. Clinical Pharmacology. Revised April 21, 2023. Accessed January 29,
2024.

Olumiant. Prescribing Information. Eli Lilly and Company. September 2022.
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4. American Academy of Dermatology Association. Revised August 30, 2023.
Accessed January 29, 2024. Hair loss types: Alopecia areata diagnosis and

treatment (aad.orq)

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
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POS OOP

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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Belimumab

Type of Policy: Drug Therapy
Prior Approval Date: N/A
Approval Date: 10/01/2025
Effective Date: 11/01/2025
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

J0490 Benlysta (injection, belimumab, 10mg)

Overview

Belimumab is a human monoclonal antibody that inhibits B lymphocyte stimulator
protein (BLyS). Inhibition of BLyS inhibits the survival of B cells including autoreactive B
cells and reduces the differentiation of B cells into immunoglobulin-producing plasma
cells. Belimumab is indicated as an adjunct to standard therapy for the treatment of
active systemic lupus erythematosus (SLE) and active lupus nephritis.

Indications/Criteria

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

e Benlysta IV is prescribed by or in consultation with a rheumatologist,
clinical immunologist, nephrologist, neurologist, or dermatologist.
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e Rationale and documentation are provided identifying why the member or
caregiver is unable to self-administer with Benlysta prefilled syringe

e Per the MVP Health Care Pharmacy Management Programs policy,
Benlysta IV is subject to Site of Care requirements and must be obtained
through a preferred home infusion vendor or contracted provider office.
Prior Authorization and medical justification is required for Benlysta IV
obtained and administered in a non-preferred site of care (i.e. outpatient
hospital setting).

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

ii. This requirement does not apply to MVP Medicare and Medicaid,
CHP members

B. Systemic Lupus Erythematosus (SLE)

Benlysta IV may be considered for coverage for active systemic lupus
erythematosus (SLE) when the following criteria is met:

e Chart notes documenting a confirmed diagnosis of active systemic lupus
erythematosus (SLE)

e Documentation that the member is currently receiving standard therapy
and will be used in combination with Benlysta therapy (i.e.
hydroxychloroquine, methotrexate, azathioprine, mycophenolate,
corticosteroids)

C. Active Lupus Nephritis
Benlysta IV may be considered for coverage for active lupus nephritis the
following criteria is met:
e Chart notes documenting a confirmed diagnosis of active lupus nephritis
e Documentation that the member is currently receiving standard therapy
and will be used in combination with Benlysta therapy (i.e.
hydroxychloroquine, methotrexate, azathioprine, mycophenolate,
corticosteroids).
e Documentation that the member has had an inadequate response to
standard therapy alone.

Initial approval will be for 12 months
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Extension requests will be approved forup to 12 months when the member has
continued benefit to therapy and continues to require Benlysta over self-administered
options.

Exclusions

The use of Benlysta IV 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 with other biologic products
e Combination with Saphnelo
e Severe active central nervous system lupus

References

1. American College of Rheumatology. 2025 Guideline Summary for the
Treatment of Systemic Lupus Erythematosus (SLE) [Internet]. Atlanta (GA):
American College of Rheumatology; 2025 [cited 2025 Jul 10]. Available
from: https://assets.contentstack.io/v3/assets/bltee37abb6b278ab2c/bltec939
20aad624e33/sle-guideline-summary-2025.pdf

2. Benlysta (Belimumab). In: Clinical Pharmacology [database on the Internet].
Tampa (FL): Elsevier. publication year [cited July 11, 2025]. Available from:
www.clinicalpharmacology.com. Subscription required to view.

3. Benlysta (benlimumab). [Package Insert]. Revised June 2025. Available at:
BENLYSTA-PI-MG-IFU.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
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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 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 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
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Potential for Retrospective Review
Retro Review

Not Covered

See SPD

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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CAR-T Cell Therapy

Type of Policy: Medical Therapy (administered by the pharmacy department)
Prior Approval Date: 07/01/2024
Approval Date: 08/01/2025
Effective Date: 10/01/2025

Related Policies:

Experimental or Investigational Procedures, Behavioral Health Services, Drugs and
Treatments, Off-Label use of FDA Approved Drugs, and Clinical Trials

Amtagvi

Codes Requiring Prior Authorization (covered under the medical benefit)
Q2042 Kymriah (tisagenlecleucel)

Q2041 Yescarta (axicabtagene ciloleucel)

Q2053 Tecartus (brexucabtagene autoleucel)

Q2054 Breyanzi (lisocabtagene maraleucel)

Q2055 Abecma (idecabtagene vicleucel)

Q2056 Carvykti (ciltacabtagene autoleucel)

Q2058 Aucatzyl (obecabtagene autoleucel)

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

Chimeric antigen receptor (CAR) T-cell therapy is a CD19-directed immunotherapy that
works by using a member’s own genetically altered immune cells to kill B-cell cancer
cells in the blood. Kymriah (tisagenlecleucel) is the first Inmunotherapy approved by
the FDA, followed by Yescarta (axicabtagene ciloleucel) Tecartus (brexucabtagene
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autoleucel) Breyanzi (lisocabtagene maraleucel) and Abecma (idecabtagene vicleucel).
All CAR T-Cell therapy listed in the policy requires prior authorization for all sites of
service. This includes when the member is currently in an inpatient facility.

1. Kymriah

Kymriah may be considered for coverage when ALL of the following criteria are met

Prescribed by or in consultation with an oncologist
Chart notes confirming a diagnosis of one of the following
o CD19-positive B-cell precursor acute lymphoblastic leukemia (ALL) that is
refractory or in second or later relapse (>2 relapses) in members up to 25
years of age
Adult members with relapsed or refractory large B-cell lymphoma after two or
more lines of systemic therapy
o Includes diffuse large B-cell ymphoma (DLBC) not otherwise specified,
high-grade B-cell ymphoma and DLBCL arising from follicular lymphoma
Adult members with relapsed or refractory follicular lymphoma (FL) after two or
more lines of systemic therapy
o This indication is approved under accelerated approval based on response
rate and duration of response. Continued approval of this indication
contingent upon verification and description of clinical benefit in
confirmatory trials
Relapsed disease is defined as the reappearance of leukemia cells in the bone
marrow or peripheral blood after the attainment of a complete remission with
chemotherapy and/or allogeneic cell transplant
Refractory disease is defined as failure to obtain complete response with
induction therapy, i.e., failure to eradicate all detectable leukemia cells (<5%
blasts) from the bone marrow and blood with subsequent restoration of normal
hematopoiesis (>25% marrow cellularity and normal peripheral blood counts)

If the member has Philadelphia Chromosome positive (Ph+) ALL, documentation
of a trial and failure, or an intolerance/contraindication to at least 2 tyrosine
kinase inhibitors (TKI) must be provided
Documentation that the member will receive treatment course with fludarabine
and cyclophosphamide within two weeks preceding Kymriah infusion

o Alternate lymphodepleting chemotherapy for DLBLC: bendamustine
Documentation that the member has been screened for HBV, HCV and HIV
before collection of cells for manufacturing

CAR-T Therapy Page 2 of

13



MVP Health Care Medical Policy

Documentation that the member has not received any live vaccines in the two
weeks prior to lymphodepleting chemotherapy and during Kymriah treatment

ECOG score < 2

Provider attestation that Kymriah will be infused within 9 months of leukapheresis
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

Hospital administering Kymriah must be appropriately certified to do so. Please
see link for treatment centers below: https://www.us.kymriah.com/treatment-
center-locator

Kymriah will be approved as a one-time dose within 6 months. Requests for
replacement due to lost or damaged product will not be covered. Coverage is
contingent on eligibility at the time of infusion.

2. Yescarta

Yescarta may be considered for coverage when ALL of the following criteria are met

Prescribed by or in consultation with an oncologist
Chart notes confirming a diagnosis of an FDA approved labeled indication:

o CD19-positive relapsed or refractory large B-cell lymphoma. This includes
diffuse large B-cell lymphoma (DLBCL) not otherwise specified, primary
mediastinal large B-cell lymphoma, high grade B-cell ymphoma and
DLBCL arising from follicular lymphoma. OR

o Relapsed/Refractory Follicular Lymphoma

Chart notes documenting a failure of two or more lines of systemic therapy

o For CD19-positive relapsed or refractory large B-cell lymphoma: must have
included an anthracycline and an anti-CD20 monoclonal antibody, unless
tumor is CD20-negative

o For Relapsed/Refractory Follicular Lymphoma must include the
combination of an anti-CD20 monoclonal antibody and an alkylating
agent.

Relapse or refractory is defined as one of the following:

CAR-T Therapy Page 3 of
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o Relapse within 1 year after autologous hematopoietic stem cell
transplantation
o Refractory disease, progressive or stable disease as the best response to
the most recent therapy
e Member is 18 years of age or older
e Documentation that member will receive cyclophosphamide and fludarabine on
the fifth, fourth and third day before infusion of Yescarta
e Documentation that member has been screened for HBV, HCV and HIV before
collection of cells for manufacturing
e Documentation that member has not received any live vaccines for at least 6
weeks prior to the start of lymphodepleting chemotherapy and during Yescarta
treatment

e ECOG score <2
e Current documentation of renal and hepatic function tests
o Creatinine clearance >60ml/min
o Hepatic transaminases less than 2.5 times the upper limit of normal
e Current documentation that cardiac ejection fraction is >50%
e Current documentation that absolute lymphocyte count is 2100 cells/mcL

e Provider attestation that Yescarta will be infused within 1 year of leukapheresis

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

e Hospitals administering Yescarta must be appropriately authorized to do so.
Please see link for treatment centers below: YESCARTA® (axicabtagene ciloleucel)
Authorized Treatment Centers | HCP (yescartahcp.com)

Yescarta will be approved as a one-time dose within 6 months. Requests for
replacement due to lost or damaged product will not be covered. Coverage is
contingent on eligibility at the time of infusion.

3. Tecartus

e Prescribed by or in consultation with an oncologist
e Chart notes confirming a diagnosis of refractory or relapsed Mantle Cell
Lymphoma (MCL)
o Documentation of failure with prior therapy including an anthracycline or
bendamustine containing chemotherapy, an anti-CD20 antibody (such as

CAR-T Therapy Page 4 of
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rituximab) and a Bruton tyrosine kinase inhibitor (BTKi such as ibrutinib or
acalabrutinib).
e Chart notes confirming a diagnosis of relapsed or refractory B-cell precursor
acute lymphoblastic leukemia (ALL).
o Relapsed or refractory after second line or higher therapy OR
o Relapsed or refractory ALL at least 100 days after allogeneic stem cell
transplantation (HSCT).
e Member is 18 years of age or older
e Documentation that the member has not received any live vaccines for at least 6
weeks prior to the start of lymphodepleting chemotherapy and during Tecartus
treatment.
e Documentation that the member will receive cyclophosphamide and fludarabine
on days 5, 4 and 3 before infusion of Tecartus
e Documentation that the member has been screened for HBV, HCV and HIV
before collection of cells for manufacturing
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
e Hospitals administering Tecartus must be appropriately authorized to do so.
Please see link for treatment centers below:
o TECARTUS® Authorized Treatment Centers (tecartushcp.com)

Tecartus will be approved as a one-time dose within 6 months. Requests for
replacement due to lost or damaged product will not be covered. Coverage is
contingent on eligibility at the time of infusion.

4. Breyanzi
e Prescribed by or in consultation with an oncologist

e Chart notes confirming a diagnosis of one of the following:
o Large B-cell lymphoma (LBCL)

» This includes diffuse large B-cell ymphoma (DLBCL) not otherwise
specified (including DLBCL arising from indolent lymphoma), high-
grade B-Cell lymphoma, primary mediastinal large B-cell lymphoma
and follicular ymphoma grade 3B who have:

o refractory disease to first line chemoimmunotherapy or
relapse within 12 months of first line chemoimmunotherapy
OR
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o refractory disease to first line chemoimmunotherapy or
relapse after first line chemoimmunotherapy and are not
eligible for hematopoietic stem cell transplantation (HSCT)
due to comorbities or age. OR

e relapsed or refractory disease after two or more lines of
systemic therapy

o Relapsed or refractory chronic lymphocytic leukemia (CLL) or small
lymphocytic lymphoma (SLL) who have received at least 2 prior lines of
therapy, including a Bruton tyrosine kinase (BTK) inhibitor and a B-cell
lymphoma 2 (BCL-2) inhibitor.

o This indication is approved under accelerated approval based on response
rate and duration of response. Continued approval for this indication may
be contingent upon verification and description of clinical benefit in
confirmatory trial(s).Relapsed or refractory follicular lymphoma (FL) who
have received 2 or more prior lines of systemic therapy

» This indication is approved under accelerated approval based on
response rate and duration of response. Continued approval for this
indication may be contingent upon verification and description of
clinical benefit in confirmatory trial(s).

o Relapsed or refractory Mantle Cell Lymphoma (MCL) who have received at
least 2 prior lines of systemic therapy, including a Bruton tyrosine kinase
(BTK) inhibitor.

e Member is 18 years of age or older

e Documentation that the member has been screened for HBV, HCV and HIV
before collection of cells for manufacturing

e ECOG score <2

e Documentation that the member has not received any live vaccines for at least 6
weeks prior to the start of lymphodepleting chemotherapy and during Breyanzi
treatment

e Current documentation of the following labs:

o Left Ventricular Ejection Fraction >40%

o ALT <5 times the upper limit of normal,

o Total bilirubin <2 mg/dL

o Creatinine clearance >30mL/min

e Documentation that the member will receive cyclophosphamide and fludarabine
concurrently for 3 days before infusion of Breyanzi

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
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Hospitals administering Breyanzi must be appropriately authorized to do so.
Please see link for treatment centers below:
https://www.breyanzihcp.com/treatment-centers/

Breyanzi will be approved as a one-time dose within 6 months. Requests for
replacement due to lost or damaged product will not be covered. Coverage is
contingent on eligibility at the time of infusion.

5. Abecma

Prescribed by or in consultation with an oncologist

Chart notes confirming a diagnosis of relapse or refractory multiple myeloma
Chart notes documenting a failure of two or more prior lines of therapy including
an immunomodulatory agent, a proteasome inhibitor and an anti-CD38
monoclonal antibody

Member is 18 years of age or older

Documentation that the member has been screened for HBV, HCV and HIV
before collection of cells for manufacturing

ECOG score < 2

Current documentation of the following labs:

Creatinine clearance > 45 mL/min

Alanine aminotransferase less than 2.5 times the upper limit of normal
Left ventricular ejection fraction greater than 45%

Platelet count greater than 50,000/mm?

Absolute neutrophil count greater than 1000 cells/mm?3

o O O O O

Documentation that the member has not received any live vaccines for at least 6
weeks prior to the start of lymphodepleting chemotherapy and during Abecma
treatment

Documentation that the member will receive cyclophosphamide and fludarabine
concurrently for 3 days before infusion of Abecma

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

Hospitals administering Abecma must be appropriately authorized to do so.
Please see link for treatment centers: Treatment Center Location (abecma.com)
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Abecma will be approved as a one-time dose within 6 months. Requests for
replacement due to lost or damaged product will not be covered. Coverage is
contingent on eligibility at the time of infusion.

6. Carvykti

Prescribed by or in consultation with an oncologist
Chart notes confirming a diagnosis of relapse or refractory relapsed or refractory
multiple myeloma
Chart notes documenting a failure of one prior lines of therapy including a
proteasome inhibitor and an immunomodulatory agent and are refractory to
lenalidomide.
Member is 18 years of age or older
Member has been screened for HBV, HCV and HIV before collection of cells for
manufacturing
ECOG score < 2
Current documentation of the following labs:

o Creatinine clearance 240mL/min

o Absolute neutrophil count >750 cells/ mm?

o Platelet count > 50,000/ mm?

o Hepatic transaminases less than 3 times the upper limit of normal

o Left Ventricular Ejection Fraction >45%
Member has not received any live vaccines for at least 6 weeks prior to the start
of lymphodepleting chemotherapy and during Carvykti treatment
Member will receive cyclophosphamide and fludarabine concurrently for 3 days
before infusion of Carvykti
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
Hospitals administering Carvykti must be appropriately authorized to do so.
Please see link for treatment centers below:
Find A CARVYKTI® (ciltacabtagene autoleucel) Treatment Center

Carvykti will be approved as a one-time dose within 6 months. Requests for replacement
due to lost or damaged product will not be covered. Coverage is contingent on
eligibility at the time of infusion.
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7. Aucatzyl

Prescribed by or in consultation with an oncologist
Chart notes confirming a diagnosis of relapsed or refractory B-Cell precursor
acute lymphoblastic leukemia including one of the following:

i. Chart notes documenting relapse following a remission OR

ii. Chart notes documenting a failure of two or more prior lines of

systemic therapy OR
iii. Chart notes documenting relapsed or refractory ALL at least greater
than 3 months after allogeneic stem cell transplantation (SCT)

Member is 18 years of age or older
Member has not received any live vaccines for at least 6 weeks prior to the start
of lymphodepleting chemotherapy and during Aucatzyl treatment
Member will receive cyclophosphamide and fludarabine for 3 days before
infusion of Aucatzyl
Member has been screened for HBV, HCV and HIV before collection of cells for
manufacturing
ECOG score < 2
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
Hospitals administering Aucatzyl must be appropriately authorized to do so.
Please see link for treatment centers below: Home | AUCATZYL® (obecabtagene
autoleucel) Patient Site

Aucatzyl will be approved as a one-time dose within 6 months. Requests for
replacement due to lost or damaged product will not be covered. Coverage is
contingent on eligibility at the time of infusion.

Exclusions

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

Member has been previously treated with CAR T-Cell Therapy

Prescribed in combination with other CAR T-Cell therapy

Member is pregnant

Primary central nervous system lymphoma

Active infection requiring antimicrobials

Inflammatory disorders
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In addition to the exclusions above, the following drug-specific exclusions also apply:
e Kyrmiah
o Burkitt lymphoma/leukemia
o Grade 2 to 4 graft versus host disease
o Concomitant genetic syndrome, such as Fanconi anemia, Kostmann
syndrome, Schwachman syndrome, or any other BM failure syndrome
(members with Down syndrome are NOT excluded)
o Received allogeneic cellular therapy, such as donor lymphocyte infusion,
within 6 weeks prior to Kymriah infusion
o Radiation therapy
= Within two weeks at non-CNS site
= Within eight weeks at CNS-directed radiation
o Received allogeneic cellular therapy, i.e., donor lymphocyte infusion, within
6 weeks prior to Kymriah infusion
e Yescarta
o Member with history of CNS disorder (such as seizure or cerebrovascular
ischemia) or autoimmune disease requiring systemic immunosuppression
o Prior allogeneic hematopoietic stem cell transplantation (HSCT)
o Bridging chemotherapy between leukapheresis and lymphodepleting
chemotherapy
e Tecartus
o Prior allogeneic hematopoietic stem cell transplantation (HSCT) with the
exception of a confirmed diagnosis of ALLMembers with a history of CNS
lymphoma or CNS disorders
o Auctzyl
o Members with isolated extra medullary disease
o Members with active graft vs. host disease
o Members with history or presence of CNS disorders
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Member Product

Medical Management Requirements*

New York Products Prior Auth
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
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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
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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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Casgevy (Exagamglogene Autotemcel)

Type of Policy: Medical Therapy (administered by the pharmacy department)

Prior Approval Date: 06/01/2024

Approval Date: 07/01/2025
Effective Date: 09/01/2025
Related Policies: Lyfgenia, Adakveo

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

Drugs Requiring Prior Authorization under the medical benefit
J3392 Casgevy (Exagamglogene Autotemcel)

Overview

Casgevy (Exagamglogene Autotemcel)as is an autologous genome edited
hematopoietic stem cell-based gene therapy for patients with sickle cell disease
suffering from vaso-occlusive crisis and transfusion dependent beta-thalassemia. A vaso
occlusive crisis is a potentially life-threatening complication caused when sickled red
blood cells hinder blood flow causing pain, and lack of oxygen delivery to tissue.
Transfusion-dependent beta thalassemia is a blood disorder in which an individual has
two missing or defective beta-globin genes which leads to low hemoglobin levels and
ultimately a lack of oxygen supply to tissues. Individuals with this condition require
lifelong blood transfusions and over time, an influx of iron-containing hemoglobin from
chronic blood transfusions can lead to liver, heart, and hormone problems. Casgevy is
manufactured specifically for an individual using their own blood stem cells. The
treatment course consists of multiple phases including cell mobilization and apheresis to
collect CD34+ cells to be edited by CRISPR/Cas9 technology, myeloablative
conditioning, and the modified cells are returned to the patient via IV infusions. The

Page 1 0f 8



MVP Health Care Medical Policy

modified cells engraft in the bone marrow resulting in reduced BCL11A expression,
increased fetal hemoglobin, and reduced adult hemoglobin. The modified cells prevents
red blood cells from sickling and causing vaso-occlusive crises and allows for patients
with transfusion dependent beta-thalassemia to potentially become transfusion
independent.

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

Prescribed by a board-certified hematologist

Hospitals administering Casgevy must be appropriately authorized to do so.
Please see link for treatment centers: CASGEVY™ (exagamglogene autotemcel)
Authorized Treatment Centers | Official HCP Website (casgevyhcp.com)
Member has not received previous gene therapy for SCD or TDT (such as
Lyfgenia)

Documentation that that the member has not received a prior allogeneic or
autologous HSC transplant AND is not being considered for other gene or
investigational therapies for SCD or TDT.

Sickle Cell Disease (SCD) with recurrent vaso-occlusive crises

Casgevy will be considered for coverage for SCD with recurrent vaso-occlusive
crises when ALL of the following criteria is met:

e Member has failed to match with a human leukocyte antigen (HLA) match
related hematopoietic stem cell donor

e Memberis > 12 years old

e Chart notes documenting a diagnosis of sickle cell disease (SCD)

e Chart notes documenting > 4 severe vaso-occlusive crises in the 2 years
prior to screening while adhering to previous SCD therapy, defined as:
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o Acute pain requiring a visit to a medical facility and administration
of pain medications (opioid or IV non-steroidal anti-inflammatory
drugs [NSAIDs]) or RBC transfusion

o Acute chest syndrome

o Priapism lasting >2 hours and requiring visit to a medical facility

o Splenic sequestration

e Chart notes documenting that the member does not have liver or renal
impairment which is documented with current renal and liver function tests
= Renal impairment (defined as creatinine clearance

<60mL/min/1.73m?)
» Examples of advanced liver impairment

Alanine transaminase > 3 times upper limit of normal

Direct bilirubin value > 2.5 times upper limit of normal

Baseline prothrombin time (international normalized ratio
[INR]) > 1.5 times upper limit of normal
Cirrhosis

Bridging fibrosis

Active hepatitis

e Chart notes documenting that the member has tried and failed other sickle
cell disease treatment (such as hydroxyurea, Adakveo, Oxbryta, Endari) ) up
to the maximally indicated dose for >6 months. Documentation must
include dates of use.

e Provider confirmation that full myeloablative conditioning would occur
prior to Casgevy administration

e For female members, a negative serum pregnancy test must be confirmed

e Documented provider attestation confirming that the member is an
appropriate candidate for hematopoietic stem cell (HSC) transplantation

e Chart notes documenting that the member has a current negative
screening for the following: HIV-1, HIV-2, HBV, or HCV. Documentation
must indicate that the member does not have active HIV-1, HIV-2, HBV, or
HCV.

e Members aged 12 — 16 years old must have documented normal
transcranial doppler (TCD)

e Current documentation that the member does not have any active
bacterial, viral, fungal, or parasitic infection(s)

e Treatment centers administering Casgevy must be appropriately certified
to do so. Please see link for treatment centers: CASGEVY™
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(exagamglogene autotemcel) Authorized Treatment Centers | Official HCP
Website (casgevyhcp.com)

Casgevy will be approved as a one-time dose within 6 months. Requests for replacement
due to lost or damaged product will not be covered. Coverage is contingent on
eligibility at the time of infusion.

C. Transfusion Dependent B-Thalassemia (TDT)

Casgevy will be considered for coverage for TDT when ALL of the following
criteria is met:

e Chart notes documenting a confirmed diagnosis of Transfusion Dependent
B- Thalassemia (TDT)

e Documentation that the member does not have a 10/10 human leukocyte
antigen-matched donor

e Memberis > 12 years old

e Member is eligible for autologous hematopoietic stem cell transplantation
(HSCT)

e Chart notes documenting that the member has a history of requiring
>100 mL/kg/year or >10 units/year of red blood cell transfusions in the
previous 2 years

e Provider confirmation that full myeloablative conditioning would occur
prior to Casgevy administration

e Member does not have liver or renal impairment which is documented
with current renal and liver function tests:

= Left ventricular ejection fraction >45%

= Liver Function tests
e AST or ALT >3 times the upper limit of normal (ULN)
e Direct bilirubin value >2.5 x ULN
e Bridging Fibrosis or Cirrhosis

e For female members, a negative serum pregnancy test must be confirmed

e Documented provider attestation confirming that the member is an
appropriate candidate for hematopoietic stem cell (HSC) transplantation

e Chart notes documenting that the member has a current negative
screening for the following: HIV-1, HIV-2, HBV, or HCV. Documentation
must indicate that the member does not have active HIV-1, HIV-2, HBV, or
HCV.
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e Current documentation that the member does not have any active
bacterial, viral, fungal, or parasitic infection(s)

e Treatment centers administering Casgevy must be appropriately certified
to do so. Please see link for treatment centers: CASGEVY™
(exagamglogene autotemcel) Authorized Treatment Centers | Official HCP
Website (casgevyhcp.com)

Casgevy will be approved as a one-time dose within 6 months. Requests for replacement
due to lost or damaged product will not be covered. Coverage is contingent on
eligibility at the time of infusion.

Exclusions

The use of Casgevy will not be covered for members with Sickle Cell Disease in the
following situations:
e More than one infusion per lifetime
e Age, dose, frequency of dosing, and/or duration of therapy outside of FDA
approved package labeling
e Use in combination with other autologous genome edited hematopoietic stem
cell-based gene therapies such as Lyfgenia
e Members with renal deficiency
e Members with hepatic deficiency
e Member is pregnant or planning on becoming pregnant
e Member not an appropriate candidate for hematopoietic stem cell
transplantation
e Member has received prior allogeneic or autologous HSC transplant
e Member has tested positive for or has active HIV-1, HIV-2, HBV,or HCV
e Members with active bacterial, viral, fungal, or parasitic infections
e Members with history of untreated Moyamoya disease or presence of Moyomoya
disease that puts the patient at risk for bleeding
e Members aged 12 — 18 years old with abnormal TCD

The use of Casgevy will not be covered for members with Transfusion Dependent 3-
Thalassemia in the following situations:

e More than one infusion per lifetime
e Age, dose, frequency of dosing, and/or duration of therapy outside of FDA
approved package labeling
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Use in combination with other autologous genome edited hematopoietic stem
cell-based gene therapies such as Lyfgenia

Members with renal deficiency

Members with hepatic deficiency

Member is pregnant or planning to become pregnant

Member not an appropriate candidate for hematopoietic stem cell
transplantation

Member has received prior allogeneic or autologous HSC transplant

Member has tested positive for or has active HIV-1, HIV-2, HBV,or HCV
Members with active bacterial, viral, fungal, or parasitic infections

Sickle cell B-thalassemia variant or associated a-thalassemia and >1 alpha
deletion or alpha multiplications

Severely elevated iron in the heart (ie, patients with cardiac T2* less than 10 msec

by MRI or LVEF <45% by echocardiogram) or advanced liver disease*

References
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3.

4,
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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

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 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

Page 8 of 8




V4 |
JMVP

HEALTH CARE

MVP Health Care Medical Policy

Medicare Part B: Casgevy (Exagamglogene Autotemcel)

Type of Policy: Medical Therapy (administered by the pharmacy department)

Prior Approval Date: 06/01/2024

Approval Date: 07/01/2025
Effective Date: 09/01/2025
Related Policies: Lyfgenia, Adakveo

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

Drugs Requiring Prior Authorization under the medical benefit
J3392 Casgevy (Exagamglogene Autotemcel)

Overview

Casgevy (Exagamglogene Autotemcel)as is an autologous genome edited
hematopoietic stem cell-based gene therapy for patients with sickle cell disease
suffering from vaso-occlusive crisis and transfusion dependent beta-thalassemia. A vaso
occlusive crisis is a potentially life-threatening complication caused when sickled red
blood cells hinder blood flow causing pain, and lack of oxygen delivery to tissue.
Transfusion-dependent beta thalassemia is a blood disorder in which an individual has
two missing or defective beta-globin genes which leads to low hemoglobin levels and
ultimately a lack of oxygen supply to tissues. Individuals with this condition require
lifelong blood transfusions and over time, an influx of iron-containing hemoglobin from
chronic blood transfusions can lead to liver, heart, and hormone problems. Casgevy is
manufactured specifically for an individual using their own blood stem cells. The
treatment course consists of multiple phases including cell mobilization and apheresis to
collect CD34+ cells to be edited by CRISPR/Cas9 technology, myeloablative
conditioning, and the modified cells are returned to the patient via IV infusions. The
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modified cells engraft in the bone marrow resulting in reduced BCL11A expression,
increased fetal hemoglobin, and reduced adult hemoglobin. The modified cells prevents
red blood cells from sickling and causing vaso-occlusive crises and allows for patients
with transfusion dependent beta-thalassemia to potentially become transfusion
independent.

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

Prescribed by a board-certified hematologist

Hospitals administering Casgevy must be appropriately authorized to do so.
Please see link for treatment centers: CASGEVY™ (exagamglogene autotemcel)
Authorized Treatment Centers | Official HCP Website (casgevyhcp.com)
Member has not received previous gene therapy for SCD or TDT (such as
Lyfgenia)

Documentation that that the member has not received a prior allogeneic or
autologous HSC transplant AND is not being considered for other gene or
investigational therapies for SCD or TDT.

Sickle Cell Disease (SCD) with recurrent vaso-occlusive crises

Casgevy will be considered for coverage for SCD with recurrent vaso-occlusive
crises when ALL of the following criteria is met:

e Member has failed to match with a human leukocyte antigen (HLA) match
related hematopoietic stem cell donor

e Memberis > 12 years old

e Chart notes documenting a diagnosis of sickle cell disease (SCD)

e Chart notes documenting > 4 severe vaso-occlusive crises in the 2 years
prior to screening while adhering to previous SCD therapy, defined as:
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o Acute pain requiring a visit to a medical facility and administration
of pain medications (opioid or IV non-steroidal anti-inflammatory
drugs [NSAIDs]) or RBC transfusion

o Acute chest syndrome

o Priapism lasting >2 hours and requiring visit to a medical facility

o Splenic sequestration

e Chart notes documenting that the member does not have liver or renal
impairment which is documented with current renal and liver function tests
= Renal impairment (defined as creatinine clearance

<60mL/min/1.73m?)
» Examples of advanced liver impairment

Alanine transaminase > 3 times upper limit of normal

Direct bilirubin value > 2.5 times upper limit of normal

Baseline prothrombin time (international normalized ratio
[INR]) > 1.5 times upper limit of normal
Cirrhosis

Bridging fibrosis

Active hepatitis

e Chart notes documenting that the member has tried and failed other sickle
cell disease treatment (such as hydroxyurea, Adakveo, Oxbryta, Endari) ) up
to the maximally indicated dose for >6 months. Documentation must
include dates of use.

e Provider confirmation that full myeloablative conditioning would occur
prior to Casgevy administration

e For female members, a negative serum pregnancy test must be confirmed

e Documented provider attestation confirming that the member is an
appropriate candidate for hematopoietic stem cell (HSC) transplantation

e Chart notes documenting that the member has a current negative
screening for the following: HIV-1, HIV-2, HBV, or HCV. Documentation
must indicate that the member does not have active HIV-1, HIV-2, HBV, or
HCV.

e Members aged 12 — 16 years old must have documented normal
transcranial doppler (TCD)

e Current documentation that the member does not have any active
bacterial, viral, fungal, or parasitic infection(s)

e Treatment centers administering Casgevy must be appropriately certified
to do so. Please see link for treatment centers: CASGEVY™
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(exagamglogene autotemcel) Authorized Treatment Centers | Official HCP
Website (casgevyhcp.com)

Casgevy will be approved as a one-time dose within 6 months. Requests for replacement
due to lost or damaged product will not be covered. Coverage is contingent on
eligibility at the time of infusion.

C. Transfusion Dependent B-Thalassemia (TDT)

Casgevy will be considered for coverage for TDT when ALL of the following
criteria is met:

e Chart notes documenting a confirmed diagnosis of Transfusion Dependent
B- Thalassemia (TDT)

e Documentation that the member does not have a 10/10 human leukocyte
antigen-matched donor

e Memberis > 12 years old

e Member is eligible for autologous hematopoietic stem cell transplantation
(HSCT)

e Chart notes documenting that the member has a history of requiring
>100 mL/kg/year or >10 units/year of red blood cell transfusions in the
previous 2 years

e Provider confirmation that full myeloablative conditioning would occur
prior to Casgevy administration

e Member does not have liver or renal impairment which is documented
with current renal and liver function tests:

= Left ventricular ejection fraction >45%

= Liver Function tests
e AST or ALT >3 times the upper limit of normal (ULN)
e Direct bilirubin value >2.5 x ULN
e Bridging Fibrosis or Cirrhosis

e For female members, a negative serum pregnancy test must be confirmed

e Documented provider attestation confirming that the member is an
appropriate candidate for hematopoietic stem cell (HSC) transplantation

e Chart notes documenting that the member has a current negative
screening for the following: HIV-1, HIV-2, HBV, or HCV. Documentation
must indicate that the member does not have active HIV-1, HIV-2, HBV, or
HCV.
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e Current documentation that the member does not have any active
bacterial, viral, fungal, or parasitic infection(s)

e Treatment centers administering Casgevy must be appropriately certified
to do so. Please see link for treatment centers: CASGEVY™
(exagamglogene autotemcel) Authorized Treatment Centers | Official HCP
Website (casgevyhcp.com)

Casgevy will be approved as a one-time dose within 6 months. Requests for replacement
due to lost or damaged product will not be covered. Coverage is contingent on
eligibility at the time of infusion.

Exclusions

The use of Casgevy will not be covered for members with Sickle Cell Disease in the
following situations:
e More than one infusion per lifetime
e Age, dose, frequency of dosing, and/or duration of therapy outside of FDA
approved package labeling
e Use in combination with other autologous genome edited hematopoietic stem
cell-based gene therapies such as Lyfgenia
e Members with renal deficiency
e Members with hepatic deficiency
e Member is pregnant or planning on becoming pregnant
e Member not an appropriate candidate for hematopoietic stem cell
transplantation
e Member has received prior allogeneic or autologous HSC transplant
e Member has tested positive for or has active HIV-1, HIV-2, HBV,or HCV
e Members with active bacterial, viral, fungal, or parasitic infections
e Members with history of untreated Moyamoya disease or presence of Moyomoya
disease that puts the patient at risk for bleeding
e Members aged 12 — 18 years old with abnormal TCD

The use of Casgevy will not be covered for members with Transfusion Dependent 3-
Thalassemia in the following situations:

e More than one infusion per lifetime
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Age, dose, frequency of dosing, and/or duration of therapy outside of FDA
approved package labeling

Use in combination with other autologous genome edited hematopoietic stem
cell-based gene therapies such as Lyfgenia

Members with renal deficiency

Members with hepatic deficiency

Member is pregnant or planning to become pregnant

Member not an appropriate candidate for hematopoietic stem cell
transplantation

Member has received prior allogeneic or autologous HSC transplant

Member has tested positive for or has active HIV-1, HIV-2, HBV,or HCV
Members with active bacterial, viral, fungal, or parasitic infections

Sickle cell B-thalassemia variant or associated a-thalassemia and >1 alpha
deletion or alpha multiplications

Severely elevated iron in the heart (ie, patients with cardiac T2* less than 10 msec

by MRI or LVEF <45% by echocardiogram) or advanced liver disease*

References

1.

3.

4.

Angelicapeebles. (2023, December 8). U.S. approves first gene-editing treatment,
Casgevy, for sickle cell disease. CNBC.
https://www.cnbc.com/2023/12/08/casgevy-first-crispr-gene-editing-treatment-
approved-in-us.html

Commissioner, O. of the. (n.d.). FDA approves first gene therapies to treat patients
with sickle cell disease. U.S. Food and Drug Administration.
https://www.fda.gov/news-events/press-announcements/fda-approves-first-
gene-therapies-treat-patients-sickle-cell-disease

Study design for CASGEVYTM (exagamglogene autotemcel): Official HCP website.
CASGEVY. (n.d.). https://www.casgevyhcp.com/sickle-cell-disease/trial-design
Vertex Pharmaceuticals. (2024, January). Casgevy (Exagamglogene Autotemcel)
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C. Difficile Drug Therapy

Type of Policy: Drug Therapy

Prior Approval Date: 10/01/2024

Approval Date: 07/01/2025

Effective Date: 09/01/2025

Related Policies: Zinplava (bezlotoxumab)

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

Drugs Requiring Prior Authorization under the pharmacy benefit
Vowst (Fecal Microbiota, Live)
Drugs Requiring Prior Authorization under the medical benefit

Rebyota (Fecal Microbiota, Live, suspension)

Overview

Fecal microbiota, live is a bacterial spore suspension in capsules for oral administration
and a rectal microbiota suspension indicated for the prevention of recurrence of C.
difficile infection (CDI) after antibiotic treatment for recurrent CDI (rCDI). Recurrence of
CDl is defined as a relapse of CDI symptoms within 2 - 8 weeks of successful treatment
of the initial episode. It is not indicated for the treatment of CDI. Fecal microbiota, live is
manufactured from human fecal matter sourced from qualified donors. Rectal fecal
microbiota, live is administered 24 to 72 hours after the conclusion of antibiotic
treatment for CDI with oral antibiotics being avoided for up to 8 weeks after use. Oral
fecal microbiota, live is administered 48 to 96 hours after the conclusion of antibiotic
treatment for CDI with antibiotics to be avoided during use.
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Indications/Criteria

Vowst may be considered for coverage when:
e Member has a diagnosis of recurrent C. difficile infection (rCDI) confirmed with
the following:
o Positive C.difficile stool sample AND
o Recurrent C. difficile infection (rCDI) defined as > 3 episodes of CDI within
12 months

e Chart notes or claims history shows standard of care antibacterial therapy (i.e.
vancomycin, fidaxomicin) for the primary episode

e Prescriber confirmation that Vowst is being used for secondary C. difficile
infection prophylaxis after antibiotic treatment for recurrent C. difficile infection
(rCDI)

e Prescriber confirmation that antibacterial treatment for rCDI is completed 2-4
days prior to initiation of Vowst and member has access to magnesium citrate or
polyethylene glycol electrolyte solution

e Quantity limit per episode:

o Vowst: four (4) capsules once daily for 3 days

Initial approval of 12 capsules per episode within 2 months

Subsequent approval for a new episode of rCDI will be reviewed on a case by cases
basis and must include documentation of previous response and clinical benefit

Rebyota may be considered for coverage when:
e Member has a diagnosis of recurrent C. difficile infection (rCDI) defined as
either:
0 Had at least 2 episodes of severe CDI resulting in hospitalization within the
last year OR
0 At least one recurrence after a primary episode and had completed at least
1 round of standard-of-care (SOC) oral antibiotic therapy (e.g.,
vancomycin, fidaxomicin)
e Documentation of a positive C.difficile stool sample
e Chart notes or claims history shows standard of care antibacterial therapy (i.e.
vancomycin, fidaxomicin) for the primary episode and presenting rCDI
e Prescriber confirmation that Rebyota is being used for secondary C. difficile
infection prophylaxis after antibiotic treatment for recurrent C. difficile infection
(rCDI)
e Prescriber confirmation that antibacterial treatment for rCDI is completed 24 to
72 hours prior to starting Rebyota
e Quantity limit per episode:
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0 Rebyota: 150ml as a single dose

Initial approval of 150ml per episode within 2 months

Subsequent approval for a new episode of rCDI will be reviewed on a case by cases
basis and must include documentation of previous response and clinical benefit.
Maximum of a one-time repeat dose

Medicare Part B Variation: members may step through Part D drugs prior to obtaining
approval for Rebyota. Please refer to the MVP website for the Medicare Part D formulary
for a full list of covered drugs.

Exclusions

The use of Vowst and Rebyota will not be covered for the following situations:

Treatment of CDI
Indication, age, dose, frequency of dosing, and/or duration of therapy outside of
FDA approved package labeling

References

1.

Rebyota (fecal microbiota, live). Clinical Pharmacology. Revised April 27, 2023.
Accessed May 30, 2023. 9009000002 REBYOTA-PI 11-2022.pdf (ferringusa.com)
Vowst. Prescribing Information. Seres Therapeutics, Inc. Cambridge, MA. Revised
February 2025. Microsoft Word - Final-VOWST-PI labeling-text-26April23
(serestherapeutics.com)

Centers for Disease Control and Prevention. C.dff (clostridioides difficile). FAQs
for Clinicians about D.Diff. FAQs for Clinicians about C. diff | CDC. October 25,
2022. Accessed on June 5, 2023

Clinical Practice Guidelines for Clostridium difficile Infection in Adults and
Children: 2017 Update by the Infectious Diseases Society of America (IDSA) and
Society for Healthcare Epidemiology of America (SHEA) - PMC (nih.gov)

Study Details | ECOSPOR Il - SER-109 Versus Placebo in the Treatment of Adults
With Recurrent Clostridium Difficile Infection | ClinicalTrials.gov

AGA Clinical Practice Guideline on Fecal Microbiota—Based Therapies for Select
Gastrointestinal Diseases - Gastroenterology (gastrojournal.org).

Rebyota. Prescribing Information. Roseville, MN: Ferring Pharmaceuticals.
Revised November 2022.
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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

MVP VT Plus HMO

Prior Auth

C. Difficile Drug Therapy
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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 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

C. Difficile Drug Therapy

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: C. Difficile Drug Therapy

Type of Policy: Drug Therapy
Prior Approval Date: 10/01/2024
Approval Date: 07/01/2025
Effective Date: 09/01/2025

Related Policies: Zinplava (bezlotoxumab)

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

Drugs Requiring Prior Authorization under the medical benefit

Rebyota (Fecal Microbiota, Live, suspension)

Overview/Summary of Evidence

Fecal microbiota, live is a bacterial spore suspension in capsules for oral administration
and a rectal microbiota suspension indicated for the prevention of recurrence of C.
difficile infection (CDI) after antibiotic treatment for recurrent CDI (rCDI). Recurrence of
CDl is defined as a relapse of CDI symptoms within 2 - 8 weeks of successful treatment
of the initial episode. It is not indicated for the treatment of CDI. Fecal microbiota, live is
manufactured from human fecal matter sourced from qualified donors. Rectal fecal
microbiota, live is administered 24 to 72 hours after the conclusion of antibiotic
treatment for CDI with oral antibiotics being avoided for up to 8 weeks after use. Oral
fecal microbiota, live is administered 48 to 96 hours after the conclusion of antibiotic
treatment for CDI with antibiotics to be avoided during use.

Indications/Criteria

Rebyota may be considered for coverage when:
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e Member has a diagnosis of recurrent C. difficile infection (rCDI) defined as either:
0 Had at least 2 episodes of severe CDI resulting in hospitalization within the
last year OR
0 At least one recurrence after a primary episode and had completed at least
1 round of standard-of-care oral antibiotic (SOC) therapy (e.g.,
vancomycin, fidaxomicin)
e Documentation of a positive C.difficile stool sample
e Chart notes or claims history shows standard of care antibacterial therapy (i.e.
vancomycin, fidaxomicin) for the primary episode and presenting rCDI
e Prescriber confirmation that Rebyota is being used for secondary C. difficile
infection prophylaxis after antibiotic treatment for recurrent C. difficile infection
(rCDI)
e Prescriber confirmation that antibacterial treatment for recurrent CDI is
completed 24 to 72 hours prior to starting Rebyota
e Quantity limit per episode:
0 Rebyota: 150ml as a single dose

Initial approval of 150ml per episode within 2 months

Subsequent approval for a new episode of rCDI will be reviewed on a case by cases
basis and must include documentation of previous response and clinical benefit.
Maximum of a one-time repeat dose

Members may step through Part D drugs prior to obtaining approval for Rebyota. Please
refer to the MVP website for the Medicare Part D formulary for a full list of covered
drugs.

Exclusions

The use of Rebyota will not be covered for the following situations:
e Treatment of CDI
e Indication, age, dose, frequency of dosing, and/or duration of therapy outside of
FDA approved package labeling

References

1. Rebyota (fecal microbiota, live). Clinical Pharmacology. Revised April 27, 2023.
Accessed May 30, 2023. 9009000002 REBYOTA-PI 11-2022.pdf (ferringusa.com)
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2. Vowst. Prescribing Information. Seres Therapeutics, Inc. Cambridge, MA. Revised
April 2023. Microsoft Word - Final-VOWST-PI labeling-text-26April23
(serestherapeutics.com)

3. Centers for Disease Control and Prevention. C.dff (clostridioides difficile). FAQs
for Clinicians about D.Diff. FAQs for Clinicians about C. diff | CDC. October 25,
2022. Accessed on June 5, 2023

4. Clinical Practice Guidelines for Clostridium difficile Infection in Adults and
Children: 2017 Update by the Infectious Diseases Society of America (IDSA) and
Society for Healthcare Epidemiology of America (SHEA) - PMC (nih.gov)

5. Study Details | ECOSPOR Il - SER-109 Versus Placebo in the Treatment of Adults
With Recurrent Clostridium Difficile Infection | ClinicalTrials.gov

6. AGA Clinical Practice Guideline on Fecal Microbiota—Based Therapies for Select
Gastrointestinal Diseases - Gastroenterology (gastrojournal.org)

7. Rebyota. Prescribing Information. Roseville, MN: Ferring Pharmaceuticals..
Revised November 2022.
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Certolizumab

Type of Policy: Medical Therapy
Prior Approval Date: 02/01/2024
Approval Date: 02/01/2025
Effective Date: 04/01/2025

Related Policies: Apremilast, Adalimumab , Infliximab, Risankizumab,
Secukinumab, Tofacitinib, Upadacitinib, Ustekinumab,
Ozanimod, Abatacept, Golimumab, Tocilizumab

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

Drugs Requiring Prior Authorization under the pharmacy benefit

Cimzia SQ (certolizumab pegol) prefilled syringe is non-preferred under the pharmacy
benefit

Drug Requiring Prior Authorization under the medical benefit

J0717 Cimzia SQ (certolizumab pegol) powder for injection, physician administered, is
non-preferred under the medical benefit

Overview

Certolizumab pegol is a TNF-alpha blocker (TNF-blocker) conjugated to polyethylene
glycol for subcutaneous use. It is FDA approved to treat Crohn's Disease, rheumatoid
arthritis, psoriatic arthritis, ankylosing spondylitis and non-radiographic axial
spondylarthritis. 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
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, Certolizumab pegol SQ is non-formulary and will only be
considered for pharmacy coverage when:

e Documented failure, contraindication or ineffective response to all
preferred/formulary therapies for the specific indication.

e Must be prescribed for an FDA approved indication AND

e Must be ordered by or with consult from a rheumatologist/immunologist
unless otherwise specified below AND

e Documentation identifies failure of preferred self-administered biologic
therapies to treat the condition

Certolizumab pegol powder for injection (physician administered) is non-
formulary and will only be considered for medical coverage when:

e Above criteria is met AND

e Rationale and documentation is provided identifying why member or
caregiver is unable to self-administer OR

e Member has coverage under Medicare Part B and meets the criteria below for
a provider administered drug identified in this policy

B. Crohn’s disease
Certolizumab may be considered for coverage for Crohn’s Disease when the above
criteria is met AND:
e Diagnosis of moderate to severe active Crohn'’s disease confirmed by
endoscopy (or capsule endoscopy when appropriate)
e Must be ordered by or with consult from a gastroenterologist/colorectal
surgeon
e Documentation should include:
o Assessment of growth, nutrition, extraintestinal complications, therapy-
induced complications and functional ability.
o 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
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well-being, extra-intestinal symptoms (arthralgia, uveitis, erythema,
stomatitis, absess, fever >37.5 in the last week), taking opiates or
diphenoxylate/atropine for diarrhea, anemia, and weight loss >10%.

Initial approval for 6 months.

Extension requests will be approved for 12 months if the member has a continued
benefit to therapy AND if it is a continuation for physician-administered therapy, there
is continued medical necessity for use of the physician-administered formulation instead
of a self-administered formulation. Extension requests where certolizumab did not have
the full desired effect or considered a clinical failure will require clinical rationale for
continuing.

C. Rheumatoid arthritis
Certolizumab may be considered for coverage for Rheumatoid Arthritis when the
above criteria is met AND:

e Member has a diagnosis of moderate to severe active adult RA as defined by
persistent or recurrent symptoms with documented synovitis and morning
stiffness of significant duration to inhibit activities of daily living.

e Chart notes are provided documenting a failure to respond to a three-month
trial of methotrexate at a maximally tolerated dose.

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

o If 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 AND documentation 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.

Initial approval for 6 months.

Extension requests will be approved for 12 months if the member has a continued
benefit to therapy AND if it is a continuation for physician-administered therapy, there
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is continued medical necessity for use of the physician administered formulation instead
of a self-administered formulation.

Extension requests where certolizumab did not have the full desired effect or considered
a clinical failure will require clinical rationale for continuing.

D. Psoriasis
Certolizumab may be considered for coverage for psoriasis when the above criteria is
met AND:
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
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 for 6 months.

Extension requests will be approved for 12 months if the member has a continued
benefit to therapy AND if it is a continuation for physician-administered therapy,
there is continued medical necessity for use of the physician-administered
formulation instead of a self-administered formulation.

Extension requests where certolizumab did not have the full desired effect or
considered a clinical failure will require clinical rationale for continuing.

E. Psoriatic arthritis
Certolizumab may be considered for coverage for Psoriatic Arthritis when the above
criteria is met AND:
e Member has a diagnosis of moderate to severe PsA as defined by three or more
tender joints AND three or more swollen joints on two separate occasions at
least one month apart
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e Chart notes documenting 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 failure 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 (DMARDSs)

o 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 Members with a documented diagnosis of severe PsA do not require failure of
NSAID or DMARD

Initial approval for 6 months.

Extension requests will be approved for 12 months if the member has a continued
benefit to therapy AND if it is a continuation for IV therapy, there is continued medical
necessity for use of the physician administered formulation instead of a self-
administered formulation.

Extension requests where certolizumab did not have the full desired effect or considered
a clinical failure will require clinical rationale for continuing.

F. Ankylosing Spondylitis
Certolizumab may be considered for coverage for Ankylosing Spondylitis when the
above criteria is met AND:
e Member has a diagnosis of moderate to severe AS
e Chart notes documenting failure of at least one NSAID at maximum tolerated
dose AND documented significant clinical symptoms such as fatigue, spinal
pain, arthralgia, inflammation of joints and tendons, morning stiffness
duration and therapy AND insufficient response to at least one local
corticosteroid injection in patients with symptomatic peripheral arthritis
o For members with pure axial manifestations do not have to have a
trial of nonbiologic disease modifying anti-rheumatic drugs (DMARDs)

Initial approval for 6 months.

Extension requests will be approved for 12 months if the member has a continued
benefit to therapy AND if it is a continuation for IV therapy, there is continued medical

Page 5of 8



MVP Health Care Medical Policy

necessity for use of the physician administered formulation instead of a self-
administered formulation.

Extension requests where certolizumab did not have the full desired effect or considered
a clinical failure will require clinical rationale for continuing.

G. Non-radiographic axial spondylarthritis

Certolizumab may be considered for coverage for non-radiographic axial
spondylarthritis when the above criteria is met AND member meets all the criteria for
Ankylosing Spondylitis.

Initial approval for 6 months.

Extension requests will be approved for 12 months if the member has a continued
benefit to therapy AND if it is a continuation for IV therapy, there is continued medical
necessity for use of the physician administered formulation instead of a self-
administered formulation.

Extension requests where certolizumab did not have the full desired effect or considered
a clinical failure will require clinical rationale for continuing.

H. Juvenile idiopathic arthritis
Requests for certolizumab treat Juvenile idiopathic arthritis will be reviewed on a
case-by-case basis using the American College of Rheumatology recommendations
for the treatment of juvenile idiopathic arthritis.

Initial approval will be for 6 months

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

Exclusions

The use of certolizumab will not be covered for the following situations:
e Diagnosis of multiple sclerosis
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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 clinical guidelines

References
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Spondylitis and Nonradiographic Axial Spondyloarthritis. Arthritis Care Res
(Hoboken). 2019;71(10):1285-1299.

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.
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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

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).

shall in all 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

*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

Medicare Part B: Certolizumab

Type of Policy: Medical Therapy
Prior Approval Date: 02/01/2024
Approval Date: 02/01/2025
Effective Date: 04/01/2025

Related Policies: Abatacept, Golimumab, Infliximab, Risankizumab, Tocilizumab,
Ustekinumab

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.

Drug Requiring Prior Authorization under the medical benefit

JO717 Cimzia SQ (certolizumab pegol) powder for injection, physician administered, is
non-preferred under the medical benefit

Overview/Summary of Evidence

Certolizumab pegol is a TNF-alpha blocker (TNF-blocker) conjugated to polyethylene
glycol for subcutaneous use. It is FDA approved to treat Crohn’s Disease, rheumatoid
arthritis, psoriatic arthritis, ankylosing spondylitis and non-radiographic axial
spondylarthritis. Members should be screened for immunologic and infectious disease
prior to initiating therapy.

Indications/Criteria

A. For all indications, Certolizumab pegol powder for injection (physician administered)
will only be considered for medical coverage when:

e Must be prescribed for an FDA approved indication AND
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e Must be ordered by or with consult from a rheumatologist/immunologist
unless otherwise specified below AND

e Member has coverage under Medicare Part B and meets the criteria below for
a provider administered drug identified in this policy

B. Crohn’s disease
Certolizumab may be considered for coverage for Crohn’s Disease when the above
criteria is met AND:
e Diagnosis of moderate to severe active Crohn'’s disease confirmed by
endoscopy (or capsule endoscopy when appropriate)
e Must be ordered by or with consult from a gastroenterologist/colorectal
surgeon
e Documentation should include:
o Assessment of growth, nutrition, extraintestinal complications, therapy-
induced complications and functional ability.
o 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, absess, fever >37.5 in the last week), taking opiates or
diphenoxylate/atropine for diarrhea, anemia, and weight loss >10%.
e Documentation identifying inadequate response to or an intolerance to
conventional therapy (i.e.: corticosteroids, anti-inflammatory aminosalicylates
[e.g., mesalamine (5-ASA), sulfasalazine], 6-mercaptopurine, and azathioprine).

Initial approval for 6 months.

Extension requests will be approved for 12 months if the member has a continued
benefit to therapy

Extension requests where certolizumab did not have the full desired effect or
considered a clinical failure will require clinical rationale for continuing.

C. Rheumatoid arthritis
Certolizumab may be considered for coverage for Rheumatoid Arthritis when the
above criteria is met AND:
e Member has a diagnosis of moderate to severe active adult RA as defined by
persistent or recurrent symptoms with documented synovitis and morning
stiffness of significant duration to inhibit activities of daily living.
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e Chart notes are provided documenting a failure to respond to a three-month
trial of methotrexate at a maximally tolerated dose.

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

o If 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 AND documentation 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.

Initial approval for 6 months.

Extension requests will be approved for 12 months if the member has a continued
benefit to therapy

Extension requests where certolizumab did not have the full desired effect or
considered a clinical failure will require clinical rationale for continuing.

D. Psoriasis
Certolizumab may be considered for coverage for psoriasis when the above criteria is
met AND:
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
o 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
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Initial approval for 6 months.

Extension requests will be approved for 12 months if the member has a continued
benefit to therapy

Extension requests where certolizumab did not have the full desired effect or
considered a clinical failure will require clinical rationale for continuing.

E. Psoriatic arthritis

Certolizumab may be considered for coverage for Psoriatic Arthritis when the above

criteria is met AND:

e Member has a diagnosis of moderate to severe PsA as defined 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 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 failure 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 (DMARDs)

o 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 Members with a documented diagnosis of severe PsA do not require failure of
NSAID or DMARD

Initial approval for 6 months.

Extension requests will be approved for 12 months if the member has a continued
benefit to therapy

Extension requests where certolizumab did not have the full desired effect or
considered a clinical failure will require clinical rationale for continuing.

F. Ankylosing Spondylitis

Certolizumab may be considered for coverage for Ankylosing Spondylitis when the
above criteria is met AND:
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e Member has a diagnosis of moderate to severe AS

e Chart notes documenting failure of at least one NSAID at maximum tolerated
dose AND documented significant clinical symptoms such as fatigue, spinal
pain, arthralgia, inflammation of joints and tendons, morning stiffness
duration and therapy AND insufficient response to at least one local
corticosteroid injection in patients with symptomatic peripheral arthritis

o For members with pure axial manifestations do not have to have a
trial of nonbiologic disease modifying anti-rheumatic drugs (DMARDs)

Initial approval for 6 months.

Extension requests will be approved for 12 months if the member has a continued
benefit to therapy

Extension requests where certolizumab did not have the full desired effect or
considered a clinical failure will require clinical rationale for continuing.

G. Non-radiographic axial spondylarthritis

Certolizumab may be considered for coverage for non-radiographic axial
spondylarthritis when the above criteria is met AND member meets all the criteria for
Ankylosing Spondyflitis.

Initial approval for 6 months.

Extension requests will be approved for 12 months if the member has a continued
benefit to therapy

Extension requests where certolizumab did not have the full desired effect or
considered a clinical failure will require clinical rationale for continuing.

H. Juvenile idiopathic arthritis
Requests for certolizumab treat Juvenile idiopathic arthritis will be reviewed on a
case-by-case basis using the American College of Rheumatology recommendations
for the treatment of juvenile idiopathic arthritis.

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

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

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

Diagnosis of multiple sclerosis

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

Combination therapy that is not supported by current clinical guidelines
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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.

Colony Stimulating Factors Page 2 of
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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

Colony Stimulating Factors Page 3 of
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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

Colony Stimulating Factors Page 4 of
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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
10



MVP Health Care Medical Policy

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
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stem cell transplantation.” Bone marrow transplantation 35.9 (2005): 889-893.
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11. Vanstraelen, Gaétan, et al. "Pegfilgrastim compared with Filgrastim after autologous

hematopoietic peripheral blood stem cell transplantation.” Experimental hematology

34.3 (2006): 382-388.

12. Neupogen [package insert]. Thousand Oaks, CA; Amgen Inc; June 2016. Accessed March

2018.

13. Fulphila [package insert]. Zurich, Switzerland; Mylan GmbH; September 2018. Accessed

October 2018.

14. Neulasta [package insert]. Thousand Oaks, CA; Amgen Inc; June 2018. Accessed October

2018.

15. Zarxio [package insert]. Princeton, NJ; Sandoz Inc; March 2015. Accessed March 2019.

16. Granix [package insert]. North Wales, PA; Teva Pharmaceuticals; July 2018. Accessed

March 2019.

17. Wisconsin Physicians Service Insurance Corporation. Local Coverage Determination

(LCD): Human Granulocyte/Macrophage Colony Stimulating Factors (L34699). Centers
for Medicare & Medicaid Services, Inc. Updated on 1/23/2018 with effective date

02/1/2018. Accessed March 2018.

18. First Coast Service Options, Inc. Local Coverage Determination (LCD): G-CSF
(Neupogen®, Granix™, Zarxio™) (L34002). Centers for Medicare & Medicaid Services,

Inc. Updated on 6/10/2016 with effective date 7/5/2016. Accessed March 2018

19. Ziextenzo [package insert]. Princeton, NJ; Sandoz Inc. November 2019.

20. Nyvepria [package insert]. Lake Forest, II; Hospira. April 2021.

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
10
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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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MVP Health Care Medical Policy

Compounded (Extemporaneous) Medications

Type of Policy: Drug Therapy/Medical Therapy
Prior Approval Date: 12/01/2023

Approval Date: 12/01/2024

Effective Date: 02/01/2025

Related Policies: Experimental or Investigational

All Compounds Require Prior Authorization when the cost is greater than $100 per
claim

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

The FDA regards traditional compounding as the extemporaneous combining, mixing,
or altering of ingredients by a pharmacist in response to a physician's prescription to
create a medication tailored to the specialized needs of an individual member.
Traditional compounding typically is used to prepare medications that are not available
commercially, such as a drug for a member who is allergic to an ingredient in a mass-
produced drug, or diluted dosages for children.’

Indications/Criteria

Coverage for compounded medications which contain at least 2 ingredients may be
considered when ALL of the following criteria are met:
e Contains at least one active ingredient that is an FDA Approved Federal Legend
Drug
e Contains no bulk powder drugs
e Active ingredient is being used for an FDA approved indication or the off-label
use meets the Experimental or Investigation Policy criteria

Compounded Medications Page 1 of 7
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e For topical compounds, the compound ingredients are FDA or compendia
supported for topical use

e Documentation supporting clinical necessity of a compounded medication that
has the same active ingredient as a commercially available product except for the
dose, inactive ingredients, and/or dosage form (e.g., weight or age of member
requires dose that is not available, specific allergy to inactive ingredient, unable
to swallow tablets, etc.)

e There is no similar commercially available prescription product that would meet
the needs of the individual member

e All self-administered prescription compounded medications must be processed
through the pharmacy benefit manager

e Medications administered by intrathecal pump must be FDA approved for use
with implanted pumps for intrathecal infusion

Compounded prescriptions are non-formulary, tier 3

Compounded prescriptions using a specialty drug will be required to be filled through a
contracted specialty pharmacy

Initial authorization will be for up to 12 months

Continuation of coverage may be considered for up to 12 months if an appropriate
response to therapy is documented

Medical Therapy

In addition to meeting the above criteria, medications compounded by a pharmacy and
administered in an office setting, will require prior authorization when the cost exceeds
$100

Medicaid Variation
In addition to meeting the criteria above, the compounded prescription must meet one
of the following conditions:

® |t must be a combination of any TWO or more legend drugs found on the List of
Medicaid Reimbursable Drugs, OR

® |t must be a combination of any legend drug(s) included on the List of Medicaid
Reimbursable Drugs and any other item(s) not commercially available as an
ethical or proprietary product, OR

® |t must be a combination of two or more products which are labeled as “Caution:
For Manufacturing Purpose Only”

The compounded prescription must meet all the following conditions below:

Compounded Medications Page 2 of 7
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Compounds may not be made to add coloring, flavoring, perfumes or other non-
active ingredient additives to a commercially available product

Compounds may not contain drugs or be made for NYS Medicaid excluded
indications as per the Social Security Act §1927(d)(2) including but not limited to
drugs to treat weight loss or sexual dysfunction or for cosmetic purposes

Compounds may not be made in therapeutic amounts or combinations not FDA
approved, or compendia supported.

Foot baths, other soaks, or irrigations are excluded

Prepared compounds that mimic a commercial product must include on the
prescription and in the members medical chart documentation of the reason for
compounding (i.e., sensitivity or contraindication to dyes, preservatives, or fillers
or lack of availability of a commercial product)

Compounds may not be made to bypass the criteria within the NYRx, the
Medicaid Pharmacy Program Preferred Drug List. Compounds may not be made

with or to replace drug products removed from the marketplace due to safety
reasons.

Compounding kits packaged for convenience with premeasured ingredients are
not covered as an outpatient drug per Social Security Act
§1927(k)(2)(A)(i) and Social Security Act §1902(a)(54).

For example:

The combination of Aquaphor and Hydrocortisone Cream 2.5% is NOT
considered a compound since it does not meet any of the above requirements.
The reconstitution of a commercially available product is NOT considered
compounding. All ingredients of a compound must be submitted on a claim
regardless of reimbursement.

A Medicaid list of reimbursable drugs can be found at:
https://www.emedny.org/info/formfile.aspx 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

Compounded Medications Page 3 of 7


https://newyork.fhsc.com/downloads/providers/NYRx_PDP_PDL.pdf
https://newyork.fhsc.com/downloads/providers/NYRx_PDP_PDL.pdf
https://www.ssa.gov/OP_Home/ssact/title19/1927.htm
https://www.ssa.gov/OP_Home/ssact/title19/1927.htm
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authorization. Pharmacy benefit information can be found here:
https://www.emedny.org/info/fullform.pdf

Exclusions

1.

9.

Compounded drugs that the commercial product was withdrawn or removed
from the market due to safety reasons
Compounded drug products that are commercially available in the marketplace
or that are essentially copies of commercially available FDA-approved drug
products
Prescription history contradicts documentation of clinical necessity
Compounded prescriptions (prescriptions that require the mixing of two or more
ingredients) that do not contain at least one FDA-Approved Drug
Drug formulations compounded solely for the convenience or ease of
administration
Compounded drugs used for cosmetic purposes (i.e., topical vitamin A and
topical vitamin D preparations)
Compounded drugs intended for off-label use that do not meet the Experimental
or Investigation Policy criteria. The following are examples of experimental or
investigational preparations that MVP Health Care considers to be excluded due
to inadequate or inconclusive long-term scientific evidence relative to outcomes:

e Compounded bioidentical hormones? (i.e., estrone, estradiol, progesterone,

testosterone, DHEA)

e Estriol

e Implantable estradiol pellets

e Nebulized anti-infectives for nasal administration? (i.e., tobramycin,

gentamicin, ciprofloxacin, levofloxacin)

e Any compound containing ketamine

e Megavitamin therapy (orthomolecular medicine)
Self-administered compounded medications processed through the medical
claims system
Pre-packaged compound kits

10. OTC ingredients (including diluents) in the compound will not be covered
11. Intrathecal medications

e Medicines not FDA approved for intrathecal administration or intrathecal
implanted pump use (for example, bupivacaine, fentanyl, clonidine) will
not be covered

e Any mixture of two or more different kinds of medicines to be used in a
pump will not be covered

e Any compounded medicine (for example, to achieve higher concentration
or different formulation of an FDA approved medicine) will not be covered

Compounded Medications Page 4 of 7
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12. Indication, age, dose, frequency of dosing, and/or duration of therapy outside of

FDA approved package labeling.

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 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

Compounded Medications
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https://health.ny.gov/health_care/medicaid/program/update/2024/no04_2024-04.htm#compound
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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

shall in all 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

*Medical Management Requirements
Prior Auth

Potential for Retrospective Review
Retro Review

Not Covered

See SPD

Compounded Medications

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

Copayment Adjustment for Medical Necessity Page 2 of 3
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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.

Cosmetic Drug Agents Page 2 of 5



MVP Health Care Medical Policy

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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Crinecerfont

Type of Policy: Drug therapy (administered by the pharmacy department)
Prior Approval Date: N/A

Approval Date: 10/01/2025

Effective Date: 11/01/2025

Related Policies: Orphan Drugs and Biologicals

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

Drugs Requiring Prior Authorization under the pharmacy benefit

Crenessity (crinecerfont)- all formulations

Overview

Crenessity (crinecerfont) is a corticotropin-releasing factor (CRF) type 1 receptor
antagonist indicated for classic congenital adrenal hyperplasia (CAH) as an adjunctive
treatment to glucocorticoid replacement. Congenital adrenal hyperplasia is a rare
genetic condition affecting the adrenal glands. Individuals with CAH do not produce
enough cortisol and produce an excess of androgens. They require high doses of
glucocorticoids, which increase cortisol and help reduce the excess androgen
concentrations. Treatment with crinecerfont reduces excessive adrenal androgen
production, therefore reducing the amount of glucocorticoid treatment needed.

Indications/Criteria

A. Classic Congenital Adrenal Hyperplasia (CAH)
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Crenessity may be considered for coverage when all of the following criteria is
met:
e Crenessity is prescribed by or in consultation with a urologist or
endocrinologist.
e The member has a documented diagnosis of classic congenital adrenal
hyperplasia (CAH) due to 21-hydroxylase deficiency
e Documentation is submitted confirming a diagnosis of classic congenital
adrenal hyperplasia. The diagnosis is confirmed by one of the following:
o Newborn screening with confirmatory testing (such as genetic
testing or 17-hydroxyprogesterone levels)
o Genetic testing (confirming mutation in the CYP21A2 gene)
o Cosyntropin (ACTH) Stimulation test
o Elevated 17-hydroxyprogesterone level
e Documentation that Crenessity with be used concurrently with systemic
glucocorticoid treatment. Claims history will be reviewed with each
request.

Initial approval will be for 12 months

Extension requests will be approved forup to 12 months if documentation is
submitted supporting that the member has a continued benefit to therapy including but
not limited to: decreased 17-hydroxyprogesterone levels, decreased

androstenedione levels, reduction in glucocorticoid dose from baseline or stabilization
in CAH.

Extension requests where Crenessity did not have the full desired effect or considered a
clinical failure will require clinical rationale for continuing.

Exclusions

The use of Crenessity 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 Crenessity as monotherapy without concurrent systemic glucocorticoid therapy

e Diagnosis of Nonclassic Classic Congenital Adrenal Hyperplasia (CAH)

e Members with severe renal impairment or end-stage renal disease

References
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1. Mayo Clinic Staff. Congenital adrenal hyperplasia — Symptoms and causes.
Rochester (MN): Mayo Clinic; 2024 Mar 22 [cited 2025 Jul 29]. Available
from: https://www.mavyoclinic.org/diseases-conditions/congenital-adrenal-

hyperplasia/symptoms-causes/syc-20355205

2. Crenessity. In: Clinical Pharmacology [database on the Internet]. Tampa (FL):
Elsevier; 2017 [cited 2025 July 30]. Available from:
www.clinicalpharmacology.com. Subscription required to view.

3. Crenessity [package insert]. San Diego, CA. Neurocrine Biosciences, Inc; Revised

December 2024

4. Cleveland Clinic. Congenital adrenal hyperplasia. Cleveland (OH): Cleveland Clinic;
[updated 2024; cited 2025 Jul 29]. Available
from: https://my.clevelandclinic.org/health/diseases/17817-congenital-adrenal-

hyperplasia

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
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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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Cystic Fibrosis (select agents for inhalation)

Type of Policy: Drug Therapy

Prior Approval Date: 07/01/2024

Approval Date: 07/01/2025

Effective Date: 09/01/2025

Related Policies: Medicare Part B vs. Part D Determination

Drugs Requiring Prior Authorization (covered under the pharmacy benefit - see grid
for variation)

Bethkis (tobramycin inhalation solution —J7682)

Cayston® (aztreonam inhalation solution — J7699)

Pulmozyme® (dornase alfa inhalation solution — J7639)

TOBI®, Kitabis Pak (tobramycin inhalation solution — J7682)

TOBI Podhaler ® (tobramycin inhalation powder)

Tobramycin nebulizer solution

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

Overview

In cystic fibrosis (CF) patients, retention of viscous purulent secretions in the airways
contributes both to reduced pulmonary function and to exacerbations of infection.
Purulent pulmonary secretions contain very high concentrations of extracellular DNA
released by degenerating leukocytes that accumulate in response to infection.

Dornase alfa is a solution of recombinant human deoxyribonuclease | (rhDNase), an
enzyme which selectively cleaves DNA. Dornase alfa hydrolyzes the DNA in sputum of
CF patients and reduces sputum viscoelasticity. Daily administration of dornase alpha in
conjunction with standard therapies is indicated in the management of cystic fibrosis
patients to improve pulmonary function. In patients with an FVC >40% of predicted,
daily administration of Pulmozyme has also been shown to reduce the risk of respiratory
tract infections requiring parenteral antibiotics.
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Tobramycin is an aminoglycoside antibiotic produced by Streptomyces tenebrarius. It
acts primarily by disrupting protein synthesis, leading to altered cell membrane
permeability, progressive disruption of the cell envelope, and eventual cell death.
Tobramycin inhalation solution is indicated for the management of cystic fibrosis
patients with P. aeruginosa. An inhalation powder formulation is also available for
tobramycin and is dispensed through the Podhaler® device.

Aztreonam is a monobactam antibacterial agent which exhibits activity in vitro against
Gram-negative aerobic pathogens including P. aeruginosa. Aztreonam binds to penicillin
binding proteins of susceptible bacteria, which leads to inhibition of bacterial cell wall
synthesis and death of the cell®.

Indications/Criteria

ALL the following criteria must be met for coverage:
e Ordered by a pulmonologist
e For Dornase alfa inhalation solution:
o Coverage will be considered medically necessary when the member has a
diagnosis of cystic fibrosis
e For Tobramycin inhalation solution/powder and aztreonam inhalation solution:
o Coverage will be considered medically necessary when:
o the member has a diagnosis of cystic fibrosis
AND
o sputum culture is positive for Pseudomonas. Aeruginosa as confirmed by
culture results

Initial approval will be for up to a maximum of 1 year.

Extensions of therapy will be considered for up to a maximum of 3 years if the member
has evidence of disease stability or improvement such as:

o continued benefit from therapy (e.g., decrease in lung infections,
improvement in symptoms, decrease in intravenous medications for lung
infections),

o improved FEV1 (from baseline)
decrease in sputum density of P. Aeruginosa for tobramycin and
aztreonam inhalation solution.

Medicare Variation
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Medicare requires B vs. D determination for all Medicare beneficiaries. If the medication
is determined to fall under the Part B/DME benefit, a prescription rider is not required,
but medication must be adjudicated on-line to the pharmacy benefit manager. Please
refer to the Local Coverage Determination article L33370 AND the National Coverage
Determination policy article A52466 for the appropriate coverage of nebulized
products.

Exclusions:

Age, dose, frequency, outside of the FDA package label.

TOBI, Kitabis Pak and aztreonam inhalation solution are not covered in patients
with FEV1 <25% or >75% predicted.

TOBI Podhaler will not be covered in patients with FEV1 <25% or >80% predicted
Bethkis is not covered in patients with FEV1 <40% or >80% predicated
Tobramycin and aztreonam inhalation solution in patients colonized with
Burkholderia cepacia.

References

1.

Pulmozyme® (dornase alfa for inhalation). Prescribing Information. South San
Francisco, CA: Genentech, Inc.; December 2014.

TOBI® (tobramycin inhalation solution). Prescribing Information. East Hanover,
NJ: Novartis Pharmaceutical Corporation; October 2018.

NHIC, Inc. Local Coverage Determination (LCD) for Nebulizers (L33370). Original
Determination Effective Date 10/1/2015. Revised 04/14/2022. Available from:
https://www.cms.gov/medicare-coverage-database/search/search-results.aspx?
NHIC, Inc. Article for Nebulizers (A52466). Original Article Effective Date
10/1/2015. Revised 04/14/2022. Available from: https://www.cms.gov/medicare-
coverage-database/view/article.aspx?articleld=52466

Cayston (aztreonam for inhalation). Prescribing Information. Foster City, CA:
Gilead Sciences, Inc.; Revised November 2019.

TOBI Podhaler® (tobramycin inhalation powder). Prescribing Information. East
Hanover, NJ: Novartis Pharmaceutical Corporation; Revised October 2020.
National Coalition for Health Professional Education in Genetics. Cystic Fibrosis-
Gene Mutations and CFTR Protein [Internet]. Available from:
http://www.nchpeg.org/nutrition/index.php?option=com_content&view=article&
id=4628&Itemid=564&limitstart=4.

Flume PA et al. Cystic Fibrosis Pulmonary Guidelines: Chronic Medications for
Maintenance of Lung Health. Am J Respir Crit Care Med. 29 Aug 2007; 176: 957-
969.

Mogayzel PJ et al. Cystic Fibrosis Pulmonary Guidelines: Chronic Medications for
Maintenance of Lung Health. Am J Respir Crit Care Med. 1 Apr 2013; 187(7): 680-
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10. TOBI Podhaler® (tobramycin inhalation solution). Prescribing Information. East
Hanover, NJ: Novartis Pharmaceutical Corporation; Revised 02/2023.

11. KITABIS PAK (tobramycin inhalation solution, USP). Prescribing Information.
Midlothian, VA: PARI Respiratory, Inc. Revised 08/2021.

12. KITABIS PAK (tobramycin inhalation solution, USP). Prescribing Information.
Midlothian, VA: PARI Respiratory, Inc. Revised 08/2023.

13. Pulmozyme® (dornase alfa for inhalation). Prescribing Information. South San
Francisco, CA: Genentech, Inc.; February 2024

14.NHIC, Inc. Local Coverage Determination (LCD) for Nebulizers (L33370). Original
Determination Effective Date 10/1/2015. Revised Effective Date 01/01/2024.
Available from: LCD - Nebulizers (L33370) (cms.gov)

15. NHIC, Inc. Article for Nebulizers (A52466). Original Article Effective Date 10/1/2015.
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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
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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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Cystic Fibrosis (select oral agents)

Type of Policy: Drug Therapy

Prior Approval Date: 04/01/2024

Approval Date: 07/01/2025

Effective Date: 09/01/2025

Related Policies: Cystic Fibrosis (select agents for inhalation)

Drugs Requiring Prior Authorization (covered under the pharmacy benefit )

Kalydeco® (ivacaftor) tablets, oral granules
Orkambi™ (lumacaftor/ivacaftor) tablets

Symdeko™ (tezacaftor/ivacaftor) tablets

Trikafta® (elexacaftor/ tezacaftor/ ivacaftor)

Alyftrek (vanzacaftor/tezacaftor/deutivacaftor) tablets

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

Overview

In cystic fibrosis (CF) patients, retention of viscous purulent secretions in the airways
contributes both to reduced pulmonary function and to exacerbations of infection.
Purulent pulmonary secretions contain very high concentrations of extracellular DNA
released by degenerating leukocytes that accumulate in response to infection.

Kalydeco (ivacaftor) is a cystic fibrosis transmembrane conductance regulator (CFTR)
potentiator indicated for the treatment of cystic fibrosis (CF) in patients aged 1 month
and older who have at least one mutation in the CFTR gene that is responsive to
ivacaftor based on clinical and/or in vitro assay data. If the patient’s genotype is
unknown, an FDA-cleared CF mutation test should be used to detect the presence of a
CFTR mutation followed by verification with bi-directional sequencing when
recommended by the mutation test instructions for use.

Orkambi (lumacaftor and ivacaftor) is a combination of ivacaftor, a cystic fibrosis
transmembrane conductance regulator (CFTR) potentiator, and lumacaftor, indicated for
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the treatment of cystic fibrosis (CF) in patients aged 1 year and older who are
homozygous for the F508del mutation in the CFTR gene. If the patient’s genotype is
unknown, an FDA-cleared CF mutation test should be used to detect the presence of the
F508del mutation on both alleles of the CFTR gene

Trikafta is a combination of ivacaftor, a CFTR potentiator, tezacaftor, and elexacaftor
indicated for the treatment of cystic fibrosis (CF) in patients aged 2 years and older who
have at least one F508del mutation in the CFTR gene or a mutation in the CFTR gene
that is responsive based on clinical and/or in vitro data. If the patient’s genotype is
unknown, an FDA-cleared CF mutation test should be used to confirm the presence of at
least one indicated mutation.

Symdeko (tezacaftor/ivacaftor) is a combination of tezacaftor and ivacaftor, indicated
for the treatment of cystic fibrosis (CF) in patients aged 6 years and older who are
homozygous for the F508del mutation or who have at least one mutation in the cystic
fibrosis transmembrane conductance regulator (CFTR) gene that is responsive to
tezacaftor/ivacaftor based on in vitro data and/or clinical evidence. If the patient's
genotype is unknown, an FDA-cleared CF mutation test should be used to detect the
presence of a CFTR mutation followed by verification with bi-directional sequencing
when recommended by the mutation test instructions for use.

Indications/Criteria

A. For all medications listed in this policy, all of the following criteria must be

met in addition to the specific medication criteria below.

e Ordered by a pulmonologist AND

e Baseline BMI and percent predictive FEV1 (ppFEV1) must be provided AND

o For pediatric members less than 5 years old spirometry should be

attempted as early as age 3 depending on the developmental stage of
the individual child. Requests for pediatric cases without spirometry will
be reviewed on a case-by-case basis.

e Member has a confirmed diagnosis of cystic fibrosis

B. Kalydeco

In addition to section A, all the following criteria must be met for coverage for
Kalydeco:
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e Member has a diagnosis of cystic fibrosis AND documentation of an FDA cleared
CF mutation test detecting the presence of mutation of a CFTR gene indicated in
the Kalydeco package insert as responsive to Kalydeco based on clinical and/or in
vitro assay data.

» Please reference the Kalydeco package insert here:
https://pi.vrtx.com/files/uspi_ivacaftor.pdf
o If the member’s genotype is unknown, documentation should be provided
of an FDA cleared CF mutation test detecting the presence of a CFTR
mutation followed by verification with bi-directional sequencing when
recommended by the mutation test instructions for use

Initial approval will be for 6 months

Extensions will be for 12 months if the member meets at least two of the
following:

o Stabilization or improvement in ppFEV/ from baseline

o Increase in BMI from baseline

o Decrease in the number of pulmonary exacerbations from baseline

B. Orkambi
In addition to section A, all the following must be met for coverage of Orkambi:

e ppFEVy must be greater than or equal to 40% at the start of therapy
e Member has a diagnosis of cystic fibrosis AND documentation of a
homozygous F508del mutation in the CFTR gene.
o If the member’s genotype is unknown, an FDA-cleared CF mutation test
should be used to detect the presence of F508del mutation on both alleles
of the CFTR gene

Initial approval will be for 6 months

Extensions will be for 12 months if the member meets at least two of the
following:

o Stabilization or improvement in ppFEV1 from baseline

o Increase in BMI from baseline

o Decrease in the number of pulmonary exacerbations from baseline

C. Symdeko
In addition to section A, all the following must be met for coverage of Symdeko:
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e Must have documentation that the member is homozygous for the F508del
mutation OR have at least 1 mutation in the CFTR gene that is responsive to
tezacaftor; ivacaftor.

o If the member’s genotype is unknown, an FDA-cleared CF mutation test
should be used to detect the presence of a CFTR mutation followed by
verification with bi-directional sequencing when recommended by the
mutation test instructions for use.

Initial approval will be for 6 months

Extensions will be for 12 months if the member meets at least two of the
following:

o Stabilization or improvement in ppFEV1 from baseline

o Increase in BMI from baseline

o Decrease in the number of pulmonary exacerbations from baseline

C. Trikafta

In addition to section A, all the following must be met for Trikafta:
e Documentation of at least one F508del mutation in the CFTR gene OR a

mutation in the CFTR gene that is responsive based on in vitro data.
o If genotype is unknown, an FDA-cleared Cystic Fibrosis mutation test must
be used to confirm the presence of at least one indicated mutation.

Initial approval will be for 6 months

Extensions will be for 12 months if the member meets at least two of the
following:

o Stabilization or improvement in ppFEV1 from baseline

o Increase in BMI from baseline

o Decrease in the number of pulmonary exacerbations from baseline

D. Alyftrek
In addition to section A, all the following must be met for Alyftrek:

e Documentation of at least one F508del mutation in the CFTR gene OR a mutation
in the CFTR gene that is responsive based on in vitro data.
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o If genotype is unknown, an FDA-cleared Cystic Fibrosis mutation test must
be used to confirm the presence of at least one indicated mutation.

Initial approval will be for 6 months

Extensions will be for 12 months if the member meets at least two of the
following:

o Stabilization or improvement in ppFEV1 from baseline

o Increase in BMI from baseline

o Decrease in the number of pulmonary exacerbations from baseline

Exclusions

e Age, dose, frequency, outside of the FDA package label.

e Kalydeco in patients homozygous for the F508del mutation in the CFTR gene

o Alyftrek in patients with severe hepatic impairment (Child-Pugh Class C) or
patients with moderate hepatic impairment (Child-Pugh Class B).

References

1. National Coalition for Health Professional Education in Genetics. Cystic Fibrosis- Gene
Mutations and CFTR Protein [Internet]. Available from:
http://www.nchpeg.org/nutrition/index.php?option=com_content&view=article&id=462
&ltemid=564&limitstart=4.

2. Brooks M (Medscape Contributor). FDA expands use of Ivacftor (Kalydeco) for cystic
fibrosis [Internet]. 2014 [cited 2015 Apr 15]. Available from:
http://www.medscape.com/viewarticle/837406.

3. 10. Flume PA et al. Cystic Fibrosis Pulmonary Guidelines: Chronic Medications for
Maintenance of Lung Health. Am J Respir Crit Care Med. 29 Aug 2007; 176: 957-9609.

4. Mogayzel PJ et al. Cystic Fibrosis Pulmonary Guidelines: Chronic Medications for
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Member Product

Medical Management Requirements*

New York Products

HMO Prior Authorization
PPO in Plan Prior Authorization
PPO OOP Prior Authorization
POS in Plan Prior Authorization
POS OOP Prior Authorization

Essential Plan

Prior Authorization

MVP Medicaid Managed Care

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

MVP Child Health Plus

Prior Authorization

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 Authorization

MVP Premier

Prior Authorization

MVP Premier Plus

Prior Authorization

MVP Premier Plus HDHP

Prior Authorization

MVP Secure Prior Authorization
MVP EPO Prior Authorization
MVP EPO HDHP Prior Authorization
MVP PPO Prior Authorization

MVP PPO HDHP

Prior Authorization

Student Health Plans

Prior Authorization

Cystic Fibrosis (select oral agents)
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ASO

See SPD

Vermont Products

POS in Plan

Prior Authorization

POS OOP

Prior Authorization

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 Authorization

MVP VT Plus HMO

Prior Authorization

MVP VT HDHP HMO

Prior Authorization

MVP VT Plus HDHP HMO

Prior Authorization

MVP Secure

Prior Authorization

ASO

See SPD

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 requirements

© 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

Potential for Retrospective Review
Retro Review

Not Covered

See SPD

Cystic Fibrosis (select oral agents)

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 7 of 7




V' 4
JMVP

HEALTH CARE

MVP Health Care Medical Policy

Daybue™ (trofinetide)

Type of Policy: Drug Therapy
Prior Approval Date: 11/01/2024
Approval Date: 08/01/2025
Effective Date: 10/01/2025

Related Policies: Genetic and Molecular Diagnostic Testing

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

Drugs Requiring Prior Authorization under the pharmacy benefit

Daybue (trofinetide) Oral Solution

Overview

Daybue™ (trofinetide) is an is a synthetic analog of a naturally occurring molecule
known as the tripeptide glycine-proline-glutamate (GPE), a cleavage product of insulin-
like growth factor-1 (IGF-1) indicated for the treatment of Rett Syndrome (RTT) in
patients ages 2 and older.

RTT is a rare genetic neurodevelopmental disorder affecting mostly females. In most
patients, RTT is caused by mutations in the Methyl-CpG-binding protein 2 (MECP2)
gene, which is found on the X chromosome. MECP2 is an essential gene for normal
brain development and function. A blood test can confirm the presence of the MECP2
mutation; however, since this mutation is seen in other disorders, the presence of the
mutation itself is not sufficient to diagnosis RTT. Therefore, diagnosis of RTT also
requires a clinical diagnosis based on observed signs and symptoms. Patients with RTT
experience a progressive loss of motor skills and language. Between 6 and 18 months of
age babies lose their ability to walk and communicate and may experience breathing
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difficulties, cardiac issues, swallowing and digestion abnormalities, scoliosis, and
epileptic seizures.

Indications/Criteria

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

e Member has a confirmed Rett Syndrome (RTT) diagnosis
o Diagnosis of typical (or classic) and atypical (or variant) RTT requires
observed postnatal deceleration of head growth and a period of
regression followed by recovery or stabilization period.
e For members with Typical RTT, the followingclinical criteria must be met:
o ALL Main Criteria and ALL Exclusion Criteria listed below.
e For members with Atypical RTT, the following clinical criteria must be met:
o At least 2 of 4 Main Criteria AND
o Atleast 5 of 11 Supportive Criteria listed below.
e Main Criteria
o Partial or complete loss of acquired purposeful hand skills
o Partial or complete loss of acquired spoken language
o Gait abnormalities (impaired (dyspraxic) or absence of ability)
o Stereotypic hand movements (hand wringing/squeezing,
clapping/tapping, mouthing, washing/rubbing automatisms)
e Exclusion Criteria
o Brain injury secondary to trauma (peri- or post-natally), neurometabolic
disease, or severe infection that causes neurological problems.
Neurological or ophthalmological examination and MRI/CT documenting
insult.
o Grossly abnormal psychomotor development in first 6 months of life.
e Supportive Criteria
Breathing disturbances when awake
Bruxism when awake
Impaired sleep pattern
Abnormal muscle tone
Peripheral vasomotor disturbances
Scoliosis/kyphosis
Growth retardation

c 0O O O O O O O

Small, cold hands and feet
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o Inappropriate laughing or screaming spells
o Diminished response to pain
o "Eye pointing”/intense eye communication

Initial approval will be for 6 months.

Extension requests will be approved for up to 12 months based on documentation of
continued benefit to therapy and improvement in Rett syndrome symptomatology.

Exclusions

The use of Daybue™ (trofinetide) will not be covered for the following situations:

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

1. DAYBUE™ (trofinetide) oral solution. Prescribing Information. San Diego, CA.
Acadia Pharmaceuticals, Inc.; September 2024

2. Clinical Pharmacology. Trofinetide. Revised 04/14/2023. Accessed 06/02/2023.

3. Neul JL, Kaufmann WE, Glaze DG, et al for the RettSearch Consortium. Rett
syndrome: revised diagnostic criteria and nomenclature. Ann Neurol.
2010;68(6):944-950.

4. Vidal S, Xiol C, Pascual-Alonso A, O’Callaghan M, Pineda M, Armstrong J. Genetic
Landscape of Rett Syndrome Spectrum: Improvements and Challenges. Int J Mol
Sci. 2019;20(16):3925. Published 12 Aug 2019.

5. Amir RE, Van den Veyver IB, Wan M, et al. Rett syndrome is caused by mutations
in X-linked MECP2, encoding methyl-CpG-binding protein 2. Nat Genet.
1999;23(2):185-188.

6. Percy AK, Neul JL, Glaze DG, et al. Rett syndrome diagnostic criteria: Lessons from
the Natural History Study. Ann Neurol. 2010;68(6):951-955.

7. Tillotson R, Bird A. The molecular basis of MeCP2 function in the brain. J Mol Biol.
2019;S0022-2836(19)30595-3059.
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8. Neul JL, Glaze DG, Percy AK, et al. Improving treatment trial outcomes for Rett
syndrome: the development of Rett-specific anchors for the Clinical Global
Impression Scale. J Child Neurol. 2015;30(13):1743-1748.

9. Acadia Pharmaceuticals. (September 2024). Daybue (trofinetide).

https://daybuehcp.com

10. Fu C, Armstrong D, Marsh E, Lieberman D, Motil K, Witt R, Standridge S, Nues P,
Lane J, Dinkel T, Coenraads M, von Hehn J, Jones M, Hale K, Suter B, Glaze D,
Neul J, Percy A, Benke T. Consensus guidelines on managing Rett syndrome
across the lifespan. BMJ Paediatr Open. 2020 Sep 13;4(1):e000717. doi:
10.1136/bmjpo-2020-000717. PMID: 32984552; PMCID: PMC7488790.

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

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
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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

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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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))
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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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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

Page 4 of 4



’ |
JMVP

HEALTH CARE

MVP Health Care Medical Policy

Donislecel
Type of Policy: Drug Therapy
Prior Approval Date: 02/01/2024
Approval Date: 02/01/2025
Effective Date: 04/01/2025

Related Policies: Teplizumab

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 donislecel-JUJN, IV suspension (Lantidra)

Overview

Donislecel is the first allogeneic (donor) pancreatic islet cellular therapy made from
deceased donor pancreatic cells. It is indicated for the treatment of adults with type 1
diabetes mellitus (T1DM) who are unable to approach target hemoglobin A1C because
of current repeated episodes of severe hypoglycemia despite intensive T1DM
management and education.

The primary mechanism of action of donislecel is believed to be secretion of insulin by
infused (transplanted) pancreatic beta cells. Pancreatic islets regulate blood glucose
levels through secretion of multiple hormones in response to increases and decreases in
blood glucose. Endocrine cells within pancreatic islets release insulin, glucagon,
somatostatin, pancreatic peptide, and ghrelin. Insulin stimulates glucose uptake by
peripheral tissues; glucagon mobilizes glucose from the liver into circulation;
somatostatin inhibits both alpha and beta cell secretions; pancreatic peptide inhibits
pancreatic exocrine secretion; and ghrelin inhibits insulin secretion.
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Indications/Criteria

Type 1 Diabetes

Lantidra (donislecel) may be considered for coverage when:
e Prescribed by or in consultation with an endocrinologist
e Member is between18 years and <65 years of age
o Safety and effectiveness has not been established in patients greater than
65 years of age
e Member has a confirmed diagnosis of Type 1 diabetes for more than 5 years
AND one of the following complications:
o Documentation of at least one episode of severe hypoglycemia in the past
3 years. Defined as:
» Member required assistance from another person AND
= Member had a blood glucose level <50mg/dL OR
» Member recovered after oral carbohydrate, intravenous glucose or
glucagon administration.
o Reduced awareness of hypoglycemia
= Defined as the absence of autonomic symptoms at capillary glucose
levels of <54mg/dL.
Documentation that member is unable to approach target HbA1c due to current
repeated episodes of severe hypoglycemia.
e Documentation of intensive diabetes management and education.
Documentation of PCP and CMV prophylaxis or Provider attestation that they will
be provided.
Documentation that member is up to date with all vaccinations prior to initiating
therapy.
Provider attestation that immunosuppression will continue permanently to
prevent islet graft rejection.
Documentation of negative T-cell and B-cell crossmatch assay.
o Members with a positive T-cell and B-cell crossmatch between recipient
serum and donor lymphocytes may reject the islet cells.
If applicable, documentation of previous donislecel infusion including the date of
infusion(s).

Initial approval for the first infusion will be for one infusion within 12 months.
Donislecel is eligible for 3 infusions total. Extension requests for a second or third

infusion may be considered medically necessary when the following criteria are met in
addition to updated clinical chart notes addressing all criteria above:
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A second infusion may be administered if the member does not achieve
independence from exogenous insulin within one year of infusion or within one
year after losing independence from exogenous insulin after a previous infusion.
Approval will be for one infusion within 12 months.
o Claims history is subject to review.
o Not covered for members who experienced prior portal thrombosis, unless
the thrombosis was limited to second- or third-order portal vein branches

A third infusion may be administered using the same criteria as the second
infusion. Approval will be for one infusion within 12 months.
o Claims history is subject to review.
o Not covered for members who experienced prior portal thrombosis, unless
the thrombosis was limited to second- or third-order portal vein branches

Exclusions

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

Members whom immunosuppression is contraindicated.

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

More than 3 infusions per lifetime.
Member is pregnant
Renal failure

Hepatic disease

O Liver Function Tests (LFTs) outside normal range
Not covered for members who experienced prior portal thrombosis, unless the
thrombosis was limited to second- or third-order portal vein branches

References

1.

Clinical Pharmacology. Donislecel. Revision date July 21, 2023. Accessed
December 5, 2023.

Lantidra. Package Insert. Cell Trans. Chicago IL. June 2023. Package Insert -
LANTIDRA (fda.gov)
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3. Results Posted | Islet Transplantation in Type 1 Diabetic Patients Using the

Edmonton Protocol of Steroid Free Immunosuppression | ClinicalTrials.gov

4. lslet Transplantation for Brittle Type 1 Diabetes: The UIC Protocol - American

Journal of Transplantation (amjtransplant.orq)

5. Study Details | Islet Transplantation in Type 1 Diabetic Patients Using the

University of lllinois at Chicago (UIC) Protocol | ClinicalTrials.gov

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
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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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Medicare Part B: Donislecel

Type of Policy: Drug Therapy
Prior Approval Date: 02/01/2024
Approval Date: 02/01/2025
Effective Date: 04/01/2025

Related Policies: Teplizumab

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 donislecel-JUJN, IV suspension

Overview/Summary of Evidence

Donislecel is the first allogeneic (donor) pancreatic islet cellular therapy made from
deceased donor pancreatic cells. It is indicated for the treatment of adults with type 1
diabetes mellitus (T1DM) who are unable to approach target hemoglobin A1C because
of current repeated episodes of severe hypoglycemia despite intensive T1DM
management and education.

The primary mechanism of action of donislecel is believed to be secretion of insulin by
infused (transplanted) pancreatic beta cells. Pancreatic islets regulate blood glucose
levels through secretion of multiple hormones in response to increases and decreases in
blood glucose. Endocrine cells within pancreatic islets release insulin, glucagon,
somatostatin, pancreatic peptide, and ghrelin. Insulin stimulates glucose uptake by
peripheral tissues; glucagon mobilizes glucose from the liver into circulation;
somatostatin inhibits both alpha and beta cell secretions; pancreatic peptide inhibits
pancreatic exocrine secretion; and ghrelin inhibits insulin secretion.

Page 1 0f4



MVP Health Care Medical Policy

Indications/Criteria

Type 1 Diabetes

Lantidra (donislecel) may be considered for coverage when:
e Prescribed by or in consultation with an endocrinologist
e Member is between18 years and <65 years of age
o Safety and effectiveness has not been established in patients greater than
65 years of age
e Member has a confirmed diagnosis of Type 1 diabetes for more than 5 years
AND one of the following complications:
o Documentation of at least one episode of severe hypoglycemia in the past
3 years. Defined as:
» Member required assistance from another person AND
= Member had a blood glucose level <50mg/dL OR
» Member recovered after oral carbohydrate, intravenous glucose or
glucagon administration.
o Reduced awareness of hypoglycemia
= Defined as the absence of autonomic symptoms at capillary glucose
levels of <54mg/dL.
e Documentation that member is unable to approach target HbA1c due to current
repeated episodes of severe hypoglycemia.
Documentation of intensive diabetes management and education.
Documentation of PCP and CMV prophylaxis or Provider attestation that they will
be provided.
Documentation that member is up to date with all vaccinations prior to initiating
therapy.
Provider attestation that immunosuppression will continue permanently to
prevent islet graft rejection.
Documentation of negative T-cell and B-cell crossmatch assay.
o Members with a positive T-cell and B-cell crossmatch between recipient
serum and donor lymphocytes may reject the islet cells.
If applicable, documentation of previous donislecel infusion including the date of
infusion(s).

Initial approval for the first infusion will be for one infusion within 12 months.
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Donislecel is eligible for 3 infusions total. Extension requests for a second or third
infusion may be considered medically necessary when the following criteria are met in
addition to updated clinical chart notes addressing all criteria above:

e A second infusion may be administered if the member does not achieve
independence from exogenous insulin within one year of infusion or within one
year after losing independence from exogenous insulin after a previous infusion.
Approval will be for one infusion within 12 months.

o Claims history is subject to review.
o Not covered for members who experienced prior portal thrombosis, unless
the thrombosis was limited to second- or third-order portal vein branches

e A third infusion may be administered using the same criteria as the second
infusion. Approval will be for one infusion within 12 months.
o Claims history is subject to review.
o Not covered for members who experienced prior portal thrombosis, unless
the thrombosis was limited to second- or third-order portal vein branches

Exclusions
The use of donislecel will not be covered for the following situations:
e Members whom immunosuppression is contraindicated.

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

More than 3 infusions per lifetime.
Member is pregnant
Renal failure

Hepatic disease

O Liver Function Tests (LFTs) outside normal range
e Not covered for members who experienced prior portal thrombosis, unless the
thrombosis was limited to second- or third-order portal vein branches

References

1. Clinical Pharmacology. Donislecel. Revision date July 21, 2023. Accessed
December 5, 2023.
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2. Lantidra. Package Insert. Cell Trans. Chicago IL. June 2023. Package Insert -
LANTIDRA (fda.gov)

3. Results Posted | Islet Transplantation in Type 1 Diabetic Patients Using the
Edmonton Protocol of Steroid Free Immunosuppression | ClinicalTrials.gov

4. |[slet Transplantation for Brittle Type 1 Diabetes: The UIC Protocol - American
Journal of Transplantation (amjtransplant.orq)

5. Study Details | Islet Transplantation in Type 1 Diabetic Patients Using the
University of lllinois at Chicago (UIC) Protocol | ClinicalTrials.gov
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Dose Rounding for Systemic Therapy

Type of Policy: Drug/Medical Therapy
Prior Approval Date: 12/01/2024
Approval Date: 12/01/2025
Effective Date: 01/01/2026

Related Policies:

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

Overview

As part of an effort to work with our providers to reduce waste, minimize healthcare
worker exposure, ensure treatment accuracy, and reduce the total cost of cancer care,
Optum'’s Cancer Guidance Program is implementing dose rounding on select cancer
drugs (see Definitions for full list of drugs).

The Hematology/Oncology Pharmacy Association (HOPA) position statement supports
rounding of biologic and cytotoxic agents within 10% of the ordered dose as routine
clinical care. The HOPA position statement has been reviewed and endorsed by the
National Comprehensive Cancer Network (NCCN) and published by the American
Society of Clinical Oncology (ASCO).

In line with this guidance, Optum’s Cancer Guidance Program will round a select set of
cancer drugs down to the nearest vial size in cases where rounding would result in fewer
vials used per treatment without reducing treatment efficacy (i.e., rounding down less
than 10%).

Considerations
Optum'’s Cancer Guidance Program (CGP) is implementing dose rounding on select

cancer drugs (see table for full list of drugs). Working with providers to reduce waste,
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ensure treatment accuracy, ensure treatment efficacy, and reduce the total cost of
cancer care.

Recommendation

When a provider, or operations user, submits a prior authorization request through
MBMNow, Optum’s Cancer Guidance Program automatically determines cases where
dose rounding would apply and calculate the per treatment dosage based on the
member’s height and/or weight, and the NCCN-recommended dosage for that regimen.

A rounded dose is recommended in cases where rounding down (less than 10%)
the NCCN recommendation per treatment results in the use of fewer vial(s) and
less waste. If rounding down will not result in the use of fewer vial(s) per
treatment, dose rounding is not applied.

If the rounded dose is accepted by the provider (when offered in MBMNow), the
request may be able to be automatically approved. The authorization will include
the total approved billable units for the course of the treatment based on the
rounded dose and the approved cycles.
o If the member’'s weight changes significantly (>=10%) during the course of
therapy, a new authorization will need to be submitted to ensure the total
authorized dose is not exceeded.

If the rounded dose is not accepted, the request will require custom review and a
Cancer Guidance Program Nurse may reach out for more information.

Acceptance of rounded dose is voluntary and is not required to receive a prior
authorization for cancer treatment. Clinicians must use independent medical
judgment in the context of individual clinical circumstances to determine any
member's care or treatment. Care decisions are between the provider and member.

Drug table for Dose Rounding

J0893 Decitabine(sun pharma)
J0894 Decitabine (Dacogen®)
J9025 Azacitidine (Vidaza®)
J9033 Bendamustine (Treanda®)
J9035 Bevacizumab (Avastin®)
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J9041 Bortezomib (Velcade®)
J9042 Brentuximab (Adcetris®)
J2064 Cabazitaxel
J9043 Cabazitaxel (Jevtana®)
J9046 Bortezomib(dr. reddy’s)
J9047 Carfilzomib (Kyprolis®)
J9048 Bortezomib(Fresenius kabi)
J9049 Bortezomib(Hospira)
J9055 Cetuximab (Erbitux®)
J9145 Daratumumab (Darzalex®)
J9176 Elotuzumab (Empliciti®)
J9179 Eribulin Mesylate (Halaven®)
J9207 Ixabepoline (Ixempra®)
)9228 Ipilimumab (Yervoy®)
J9271 Pembrolizumab (Keytruda®)
J9294 Pemetrexed(Hospira)
J9296 Pemetrexed(Accord)
J9297 Pemetrexed(Sandoz)
J9299 Nivolumab (Opdivo®)
J9303 Panitumumab (Vectibix®)
J9304 Pemetrexed (Pemfexy ®)
J9305 Pemetrexed (Alimta®)
J9312 Rituximab (Rituxan®)
J9314 Pemetrexed(teva)
J9322 Pemetrexed(Bluepoint)
J9323 Pemetrexed ditromethamine
J9324 Pemetrexed (Pemrydi RTU®)
J9352 Trabectedin (Yondelis®)
J9354 Ado-trastuzumab emtansine (Kadcyla®)
Q2050 Doxorubicin, Liposomal (Doxil ®)
Q5107 Bevacizumab-awwb, biosimilar (Mvasi™)
Q5115 Rituximab-abbs, biosimilar (Truxima®)
Q5118 Bevacizumab-bvzr, biosimilar (Zirabev®)
Q5119 Rituximab-pvvr, biosimilar (Ruxience®)
Q5123 Rituximab-arrx, biosimilar (Riabni®)
Q5126 Bevacizumab-maly, biosimilar (Alymsys®)
Q5129 Bevacizumab-adcd, biosimilar (Vegzelma®)
J9292 Pemetrexed (Avyxia)
J9051 Bortezomib (Bortezo)
References
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1. Dose Rounding of Biologic and Cytotoxic Anticancer Agents. A Position State of
the Hematology/Oncology Pharmacy Association. Available at www.hopa.org.

Accessed March 30, 2023.

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 Medicare 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 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 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

USA Care PPO

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

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 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).

© 2026 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: Dose Rounding for Systemic Therapy

Type of Policy: Drug/Medical Therapy
Prior Approval Date: 12/01/2024

Approval Date: 12/01/2025

Effective Date: 01/01/2026

Related Policies: NA

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

Overview

As part of an effort to work with our providers to reduce waste, minimize healthcare
worker exposure, ensure treatment accuracy, and reduce the total cost of cancer care,
Optum'’s Cancer Guidance Program is implementing dose rounding on select cancer
drugs (see Definitions for full list of drugs).

The Hematology/Oncology Pharmacy Association (HOPA) position statement supports
rounding of biologic and cytotoxic agents within 10% of the ordered dose as routine
clinical care. The HOPA position statement has been reviewed and endorsed by the
National Comprehensive Cancer Network (NCCN) and published by the American
Society of Clinical Oncology (ASCO).

In line with this guidance, Optum’s Cancer Guidance Program will round a select set of
cancer drugs down to the nearest vial size in cases where rounding would result in fewer
vials used per treatment without reducing treatment efficacy (i.e., rounding down less
than 10%).

Considerations
Optum'’s Cancer Guidance Program (CGP) is implementing dose rounding on select

cancer drugs (see table for full list of drugs). Working with providers to reduce waste,
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ensure treatment accuracy, ensure treatment efficacy, and reduce the total cost of
cancer care.

Recommendation

When a provider, or operations user, submits a prior authorization request through
MBMNow, Optum’s Cancer Guidance Program automatically determines cases where
dose rounding would apply and calculate the per treatment dosage based on the
member’s height and/or weight, and the NCCN-recommended dosage for that regimen.

A rounded dose is recommended in cases where rounding down (less than 10%)
the NCCN recommendation per treatment results in the use of fewer vial(s) and
less waste. If rounding down will not result in the use of fewer vial(s) per
treatment, dose rounding is not applied.

If the rounded dose is accepted by the provider (when offered in MBMNow), the
request may be able to be automatically approved. The authorization will include
the total approved billable units for the course of the treatment based on the
rounded dose and the approved cycles.
o If the member’'s weight changes significantly (>=10%) during the course of
therapy, a new authorization will need to be submitted to ensure the total
authorized dose is not exceeded.

If the rounded dose is not accepted, the request will require custom review and a
Cancer Guidance Program Nurse may reach out for more information.

Acceptance of rounded dose is voluntary and is not required to receive a prior
authorization for cancer treatment. Clinicians must use independent medical
judgment in the context of individual clinical circumstances to determine any
member's care or treatment. Care decisions are between the provider and member.

Drug table for Dose Rounding

J0893 Decitabine(sun pharma)
J0894 Decitabine (Dacogen®)
J9025 Azacitidine (Vidaza®)
J9033 Bendamustine (Treanda®)
J9035 Bevacizumab (Avastin®)
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J9041 Bortezomib (Velcade®)
J9042 Brentuximab (Adcetris®)
J9043 Cabazitaxel (Jevtana®)
J9046 Bortezomib(dr. reddy’s)
J9064 Cabazitaxel
J9047 Carfilzomib (Kyprolis®)
J9048 Bortezomib(Fresenius kabi)
J9049 Bortezomib(Hospira)
J9055 Cetuximab (Erbitux®)
J9145 Daratumumab (Darzalex®)
J9176 Elotuzumab (Empliciti®)
J9179 Eribulin Mesylate (Halaven®)
J9207 Ixabepoline (Ixempra®)
)9228 Ipilimumab (Yervoy®)
J9271 Pembrolizumab (Keytruda®)
J9294 Pemetrexed(Hospira)
J9296 Pemetrexed(Accord)
J9297 Pemetrexed(Sandoz)
J9299 Nivolumab (Opdivo®)
J9303 Panitumumab (Vectibix®)
J9304 Pemetrexed (Pemfexy ®)
J9305 Pemetrexed (Alimta®)
J9312 Rituximab (Rituxan®)
J9314 Pemetrexed(teva)
J9322 Pemetrexed(Bluepoint)
J9323 Pemetrexed ditromethamine
J9324 Pemetrexed (Pemrydi RTU®)
J9352 Trabectedin (Yondelis®)
J9354 Ado-trastuzumab emtansine (Kadcyla®)
Q2050 Doxorubicin, Liposomal (Doxil ®)
Q5107 Bevacizumab-awwb, biosimilar (Mvasi™)
Q5115 Rituximab-abbs, biosimilar (Truxima®)
Q5118 Bevacizumab-bvzr, biosimilar (Zirabev®)
Q5119 Rituximab-pvvr, biosimilar (Ruxience®)
Q5123 Rituximab-arrx, biosimilar (Riabni®)
Q5126 Bevacizumab-maly, biosimilar (Alymsys®)
Q5129 Bevacizumab-adcd, biosimilar (Vegzelma®)
J9292 J9292 Pemetrexed (Avyxia)
J9051 Bortezomib (Bortezo)
References
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1. Dose Rounding of Biologic and Cytotoxic Anticancer Agents. A Position State of
the Hematology/Oncology Pharmacy Association. Available at www.hopa.org.
Accessed March 30, 2023.
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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
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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.
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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
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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.
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Duchenne Muscular Dystrophy

Type of Policy: Drug Therapy
Prior Approval Date: 11/01/2024
Approval Date: 08/01/2025
Effective Date: 10/01/2025

Drug Requiring Prior Authorization (covered under the pharmacy benefit)
Emflaza

Deflazacort

Agamree

Drugs Requiring Prior Authorization (covered under the medical benefit)
J1428 Exondys 51(eteplirsen)

J1429 Vyondys 53 (golodirsen)

J1427 Viltepso (viltolarsen)

J1426 Amondys 45 (casimersen)

J1413 Elevidys (delandistrogene moxeparvovec-rokl)

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

Overview

Duchenne muscular dystrophy is caused by a defective gene located on the X
chromosome that is responsible for the production of dystrophin. The clinical onset
usually occurs between two and three years of age and may include muscle weakness,
cardiomyopathy and conduction abnormalities, bone fractures, and scoliosis. Treatment
with glucocorticoids such as prednisone and deflazacort is beneficial in the treatment
motor function, strength, pulmonary function and reducing the risk of scoliosis.

EXONDYS 51 is indicated for the treatment of Duchenne muscular dystrophy (DMD) in
patients who have a confirmed mutation of the DMD gene that is amenable to exon 51
skipping. A clinical benefit of EXONDYS 51 has not been established. Continued FDA

Duchenne muscular dystrophy
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approval for this indication may be contingent upon verification of a clinical benefit in
confirmatory trials. If clinical trials fail to verify clinical benefit, the FDA may initiate
proceedings to withdraw approval of the drug.

Vyondys 53 is indicated for the treatment of Duchenne muscular dystrophy (DMD) in
patients who have a confirmed mutation of the DMD gene that is amenable to exon 53
skipping. Approximately 8% of the DMD population have this mutation. Continued FDA
approval for this indication may be contingent upon verification of a clinical benefit in
confirmatory trials.

Viltepso is indicated for the treatment of Duchenne Muscular Dystrophy (DMD) in
patients with a confirmed mutation in the DMD gene amenable to exon 53 skipping.
Continued FDA approval for this indication may be contingent upon verification of a
clinical benefit in confirmatory trials.

Amondys 45 is indicated for the treatment of Duchenne muscular dystrophy (DMD) in
patients who have a confirmed mutation of the DMD gene that is amenable to exon 45
skipping. This indication is approved under accelerated approval based on an increase in
dystrophin production in skeletal muscle observed in trials. Continued FDA approval for
this indication may be contingent upon verification of a clinical benefit in confirmatory
trials.

Elevidys is indicated for the treatment of Duchenne muscular dystrophy (DMD) in
ambulatory patients with a confirmed mutation of the DMD gene. This indication is
approved under accelerated approval based on an increase in dystrophin production in
skeletal muscle observed in trials. Continued FDA approval for this indication may be
contingent upon verification of a clinical benefit in confirmatory trials.

Indications/Criteria

A. ALL the following criteria must be met for coverage for Emflaza and

Agamree:
e Diagnosis of Duchenne muscular dystrophy (DMD) confirmed by genetic
testing

e Member is 2 years of age or older
e Prescribed by or in consultation with a provider who specialized in the
treatment of DMD or neuromuscular disorders

Duchenne muscular dystrophy Page 2 of 7
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e After a minimum of a 6-month trial of prednisone the member has had at
least one of the following intolerable adverse effects (chart notes supporting
one of the below must be submitted):

o Weight gain defined as at least a 10% increase in weight from baseline
after 6 months of prednisone therapy

o Cushingoid appearance

o Severe psychiatric adverse effects such as aggression, abnormal
behavior or mood swings that would necessitate a prednisone dose
reduction

Initial approval will be for 6 months.

Extension requests up to 12 months will be apprved if the member shows a continued
benefit to therapy such as:

e increase in muscle strength, pulmonary function tests or timed function tests
e Decrease in adverse effects experienced while receiving prednisone.

B. Medicaid Variation for Exondys 51, Vyondys 53, Amondys 45, Viltepso and
Elevidys
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
e Requests for Exondys 51, Vyondys 53, Amondys 45 and Viltepso will be
reviewed when ALL the following criteria are met (based on New York
State Department of Health Fee-For-Service criteria):
o Member must have a diagnosis of Duchenne Muscular Disease
(DMD) AND
o Documentation of genetic testing must confirm the DMD gene
mutation of the member is amenable to exon 45, 51, or 53 skipping
AND
o Documentation must confirm a stable dose of corticosteroids prior
to starting therapy or a documented reason not to be on
corticosteroids AND
o Documentation indicates kidney function testing prior to starting
therapy (except eteplirsen) AND
o Member is not concurrently being treated with another exon
skipping therapy for DMD
e Requests for Elevidys will be reviewed

Duchenne muscular dystrophy Page 3 of 7
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C. Elevidys

Member must have a diagnosis of Duchenne Muscular Disease
(DMD) AND

Documentation of genetic testing must confirm the DMD gene
mutation AND

Confirmation that member is ambulatory AND

Member is at least 4 years old AND

Documentation that member does not have a deletion in exon 8
and/or exon 9 in the DMD gene AND

Member has anti-AAVrh74 total binding antibody titers <1:400
AND

Documentation of liver function, platelet counts and troponin-I
assessment prior to starting therapy AND

Member is not concurrently being treated with another exon
skipping therapy for DMD

e Elevidys may be considered for coverage when all the following criteria are

met:
(@]
(@]

Exclusions

Member is at least 4 years old

Member has a confirmed diagnosis of Duchenne Muscular Disease
(DMD) AND

Chart notes documenting genetic testing must confirm the DMD
gene mutation

Confirmation that the member is ambulatory

Documentation that the member does not have a deletion in exon
8 and/or exon 9 in the DMD gene AND

Member has anti-AAVrh74 total binding antibody titers <1:400
AND

Documentation of liver function, platelet counts and troponin-I
assessment prior to starting therapy AND

Member is not concurrently being treated with another exon
skipping therapy for DMD

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

e Combination

therapy with other corticosteroids

Duchenne muscular dystrophy Page 4 of 7
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EXONDYS 51 to treat all diagnoses including Duchenne muscular dystrophy, as
the clinical benefit, including improved motor function, has not been
demonstrated.

Vyondys 53 to treat all diagnoses including Duchenne muscular dystrophy, as the
clinical benefit has not been confirmed.

Viltepso to treat all diagnoses including Duchenne muscular dystrophy, as the
clinical benefit has not been confirmed.

Amondys 45 to treat all diagnoses including Duchenne muscular dystrophy, as
the clinical benefit has not been confirmed.

Elevidys to treat non-ambulatory members with Duchenne Muscular Dystrophy,
as the clinical benefit has not been confirmed.
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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
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

Duchenne muscular dystrophy

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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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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Kwatra S. Prurigo Nodularis. JAMA Dermatology Patient Page. February 9, 2022. Prurigo
Nodularis | Dermatology | JAMA Dermatology | JAMA Network

American Academy of Allergy, Asthma & Immunology. Nasal Polyps. Nasal Polyps
AAAAI Reviewed May 1, 2023. Accessed January 29, 2024. Global Strategy for Asthma
Management and Prevention. 2023 Update. GINA Main Report 2023 Front Cover
(ginasthma.org)

Clinicaltrials.gov (2023). Pivotal Study to Assess the Efficacy, Safety and Tolerability of
Dupilumab in Patients With Moderate-to-severe COPD With Type 2 Inflammation
(BOREAS). Identifier NCT03930732. Accessed from: Study Details | Pivotal Study to Assess
the Efficacy, Safety and Tolerability of Dupilumab in Patients With Moderate-to-severe
COPD With Type 2 Inflammation | ClinicalTrials.gov

ClinicalTrials.gov. (2024). Pivotal Study to Assess the Efficacy, Safety and Tolerability of
Dupilumab in Patients With Moderate-to-severe COPD With Type 2 Inflammation
(NOTUS). Identifier NCT04456673. Retrieved from

https://clinicaltrials.gov/study/NCT04456673?term=NCT04456673&rank=1#study-

overviewGlobal Initiative for Chronic Obstructive Lung Disease. 2024 Gold Report.
Accessed here: 2024 GOLD Report - Global Initiative for Chronic Obstructive Lung

Disease - GOLD (goldcopd.org)

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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Eculizumab

Type of Policy: Medical Therapy

Prior Approval Date: 10/01/2024

Approval Date: 07/01/2025

Effective Date: 09/01/2025

Related Policies: Orphan Drug(s) and Biologicals, Ravulizumab-cwvz

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

Drugs Requiring Prior Authorization under the medical benefit

J1299 Soliris, Injection, eculizumab, 2 mg
Q5152 Bkemv, Injection, eculizumab-aeeb, biosimilar, 2 mg
Q5151 Epysqli, Injection, eculizumab-aagh, biosimilar, 2 mg

Overview

Eculozumab is a humanized monoclonal antibody, complement inhibitor indicated for
the treatment of paroxysmal nocturnal hemoglobinuria (PNH), atypical hemolytic uremic
syndrome (aHUS), anti-acetylcholine receptor antibody positive generalized myasthenia
gravis, and anti-aquaporin-4 (AQP4) antibody positive neuromyelitis optica spectrum
disorder (NMOSD).

Eculizumab can increase the risk of meningococcal infections. Immunization with
meningococcal vaccines is required prior to eculizumab administration unless the risks
of delaying treatment outweigh the risks of developing a meningococcal infection.
Prescribers who treat members with eculizumab must enroll in the Soliris REMS
program.

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

a. Prescriber is enrolled in Soliris REMS program

b. Documentation member has been vaccinated against N. meningitidis at
least 2 weeks before initiation of eculizumab therapy and vaccinations for
S. pneumoniae and H. influenzae are administered in accordance with
ACIP guidelines as appropriate

i. If eculizumab must be initiated immediately and the meningococcal
vaccination is administered less than 2 weeks before eculizumab
initiation, documentation of a 2-week course of antibacterial drug
prophylaxis is required.

c. For Soliris and Bkemv requests, member has had an inadequate response,
contraindication or intolerance to a trial of ravulizumab (Ultomiris) AND
eculizumab-aagh (Epysqli)

d. Site of Care

i. Per the MVP Health Care Pharmacy Management Programs policy,
Soliris, Bkemv and Epysqli are subject to Site of Care requirements
and must be obtained through a preferred home infusion vendor or
contracted provider office. Prior Authorization and medical
justification are required for Soliris obtained and administered in a
non-preferred site of care (i.e. outpatient hospital setting).

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

ili. This requirement does not apply to MVP Medicare and Medicaid,
CHP members

A. Paroxysmal nocturnal hemoglobinuria (PNH) to reduce hemolysis
a. Diagnosis confirmed by high sensitivity flow cytometry with a monocyte or
granulocyte clone size >10% OR
i. >50% of glycosylphosphatidylinositol-anchored proteins (GPI-AP)
deficient polymorphonuclear cells AND
b. Documentation demonstrating evidence of hemolysis including LDH level
<1.5 times the upper limit of normal (ULN) at baseline
c. Documentation of a minimum of 1 PNH related sign or symptom within
the last 3 months (fatigue, abdominal pain, dyspnea, dysphagia, erectile
dysfunction, anemia, hemoglobinuria, history of major adverse
cardiovascular events, or history of packed RBC transfusion due to PNH)
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d. Documentation of medical necessity including side effects or drug failure
of an adequate trial of Ultomiris

B. Atypical hemolytic uremic syndrome (aHUS) to prevent complement-
mediated thrombotic microangiopathy
a. Documentation of the absence of Shiga toxin (Shiga toxin Escherichia coli
related hemolytic uremic syndrome (STEC-HUS) negative)
b. ADAMTS 13 activity level > 5%
Documentation of baseline platelet count (< 150 x 109 /L)
d. Documentation demonstrating evidence of hemolysis including elevation
of serum LDH and sCr above ULN or dialysis is required
e. Documentation of medical necessity including side effects or drug failure
of an adequate trial of Ultomiris

o

C. Anti-acetylcholine receptor antibody positive generalized myasthenia gravis
(gMG) in adult members who are anti-acetylcholine receptor (AchR)
antibody positive

a. Positive serologic test for anti-AChR antibodies
b. Myasthenia Gravis Foundation of America (MGFA) clinical classification Il
to IV
c. MG activities of daily living (MG-ADL) total score >6
d. Member has had an inadequate response to at least two non-steroidal
immunosuppressive therapies (ISTs) listed below OR failed at least one IST
listed below and required chronic plasmapheresis or plasma exchange or
IVIG:
i. azathioprine
ii. cyclosporine
iii. mycophenolate mofetil
iv. tacrolimus
v. methotrexate
vi. cyclophosphamide
vii. rituximab
e. Documentation of medical necessity including side effects or drug failure
of an adequate trial of Ultomiris

D. Anti-aquaporin-4 (AQP4) antibody positive neuromyelitis optica spectrum
disorder (NMOSD) in adult patients who are anti-aquaporin-4 (AQP4)
antibody positive.

a. Serology confirming diagnosis of anti-aquaporin-4 (AQP4) antibody
positive NMOSD
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b. Expanded Disability Status Scale (EDSS) score < 7

Initial approval will be for 6 months

Extension requests will be approved for up to 72 months if the members show no
evidence of disease progression while on current regimen AND documentation of
positive response to therapy, which may include the following per applicable
indication:

PNH

e Reduction in blood transfusions, stabilization in hemoglobin
concentrations, reduction of exacerbations, improved quality of life
scores/fatigue, and/or normalization of LDH levels

aHUS

e Normalization of lactate dehydrogenase (LDH) levels, platelet counts,
improvement in renal function from baseline

gMG
e Improvement in MG-ADL score, changes compared to baseline in
Quantitative Myasthenia Gravis (QMG) total score
NMOSD

e Improvement in EDSS score, decreased hospitalizations, improvement in
stability, reduced plasma exchange treatments

Exclusions

e Treatment of members with Shiga toxin E. coli related hemolytic uremic
syndrome (STEC-HUS)

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

e Members with unresolved Neisseria meningitidis infection

e Members who are not currently vaccinated against Neisseria meningitidis, unless
the risks of delaying treatment outweigh the risks of developing a meningococcal
infection
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Member Product

Medical Management Requirements*

New York Products Prior Auth
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

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 requirements

© 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

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

Page 7 of 7




4 |
JIMVP

HEALTH CARE

MVP Health Care Medical Policy

Eladocagene exuparvovec

Type of Policy: Medical therapy (administered by the pharmacy department)
Prior Approval Date: N/A

Approval Date: 10/01/2025

Effective Date: 11/01/2025

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

J3590 Kebilidi (eladocagene exuparvovec)

Overview

Eladocagene exuparvovec is an adeno-associated virus vector-based gene therapy
indicated for the treatment of aromatic L-amino acid decarboxylase (AADC) deficiency.
AADC deficiency is a rare genetic neurological disorder due to a mutation in the DDC
gene, which leads to a decrease or lack of the AADC enzyme. A deficiency in the AADC
enzyme leads to the body's inability to make dopamine and serotonin. Without
dopamine, patients suffer from movement disorders, including hypokinesia, dystonia,
and oculogyric crisis; they also have behavioral problems, autonomic dysfunction, and
developmental delay.

The administration of eladocagene exuparvovec has the potential risk for procedure-
related adverse events, including cranial cerebrospinal fluid leak, intracranial bleeding,
inflammation, acute infarction, and infection. Additionally, respiratory arrest and cardiac
arrest have occurred within 24 hours of the neurosurgical procedure and during post-
surgical care. Continuous cardiorespiratory monitoring is recommended during
hospitalization. Eladocagene exuparvovec was approved based on the change from
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baseline in gross motor milestone achievement at 48 weeks after treatment with
eladocagene exuparvovec.

Kebilidi administration involves an infusion into the brain and requires hospitalization.
Kebilidi requires prior authorization for all site of services including when the member is
currently in an inpatient facility.

Indications/Criteria

A. Aromatic L-amino acid decarboxylase (AADC) deficiency

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

o Kebilidi is prescribed by or in consultation with a neurosurgeon, geneticist
or neurologist

e Member is >16 months of age

e Member has a diagnosis of AADC deficiency which is confirmed by the
following:

o Documentation of genetic test results indicating biallelic mutations
in the dopa decarboxylase (DDC) gene OR cerebrospinal fluid (CSF)
or plasma neurotransmitter profile consistent with AADC deficiency
AND

o Decreased AADC enzyme activity in plasma

e Documentation that the member has severe phenotype AADC deficiency
demonstrated by the following:
o Inability to sit, stand, walk, or ambulate independently

e Documentation that the member shows clinical symptoms of AADC
deficiency such as:
o Oculogyric crises
Hypokinesia
Hypotonia
Developmental delays
Ptosis
Autonomic dysfunction (excessive sweating, temperature instability,
ptosis, nasal congestion, hypoglycemic episodes)

o O O O O

Page 2 of 5



MVP Health Care Medical Policy

e Documentation of a failure, contraindication, symptom instability, adverse
reaction to standard of care therapies.
o Standard of care includes: dopamine agonists (pramipexole,
ropinirole, bromocriptine), MAO inhibitors (selegiline or
tranylcypromine), vitamin Bs (pyridoxine, pyridoxal phosphate)

e For pediatric members, documentation of neuroimaging indicating that
the member has achieved skull maturity, which is required for stereotactic
neurosurgical administration.

e Documentation that anti-AAV2 neutralizing antibody titers are not over
1:1200.

e Provider confirmation that the member has not previously received
Kebilidi. Claims history will be reviewed.

Kebilidi will be approved as a one-time dose within 6 months. Requests for
replacement due to lost or damaged product will not be covered. Coverage is
contingent on eligibility at the time of administration.

Exclusions

The use of Kebilidi will not be covered for the following situations:
e Member has not achieved skull maturity assessed by neuroimaging
e Age, dose, frequency of dosing, and/or duration of therapy outside of FDA
approved package labeling
e More than one administration per lifetime
e Members with anti-AAV2 neutralizing antibody titers over 1:1200.

References

1. Kebilidi. In: Clinical Pharmacology [database on the Internet]. Tampa (FL): Elsevier;
2025 [cited 2025 July 31]. Available from: www.clinicalpharmacology.com.
Subscription required to view.

2. Kebilidi [package insert]. Warren, NJ. PTC Therapeutics, Inc. November 2024.
Package Insert - KEBILIDI.
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3. National Library of Medicine. (n.d.). Aromatic L-amino acid decarboxylase
deficiency. MedlinePlus Genetics. Retrieved July 31, 2025,
from https://medlineplus.gov/genetics/condition/aromatic-l-amino-acid-

decarboxylase-deficiency/

4. National Library of Medicine. Aromatic L-amino acid decarboxylase deficiency.
GeneReviews [Internet]. October 12, 2023. Retrieved July 31, 2025.

5. ClinicalTrials.gov. NCT01395641. A Phase I/l Clinical Trial for Treatment of
Aromatic Lamino Acid Decarboxylase (AADC) Deficiency Using AAV2-hAADC.
https://clinicaltrials.gov/study/NCT01395641.

6. ClinicalTrials.gov. NCT02926066. A Clinical Trial for Treatment of Aromatic L-
amino Acid Decarboxylase (AADC) Deficiency Using AAV2-hAADC - An Expansion
(NTUH-AADCO11). https://clinicaltrials.gov/study/NCT02926066

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
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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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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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« 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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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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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.
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Member Product Medical Management Requirements*
New York Products
HMO Prior Auth
PPO in Plan Prior Auth
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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).
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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)
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« 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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ENTYVIO (vedolizumab)

Type of Policy: Drug/Medical Therapy
Prior Approval Date: 11/01/2024
Approval Date: 10/01/2025
Effective Date: 12/01/2025

Related Policies:

Experimental or Investigational Procedures
Infliximab,

Certolizumab

Risankizumab

Upadacitinib

Ustekinumab

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.

Drugs Requiring Prior Authorization (covered under the medical benefit)
J3380 Entyvio (vedolizumab, injection Tmg)

Drugs Requiring Prior Authorization (covered under the pharmacy benefit)
Entyvio subcutaneous prefilled pen
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Overview

ENTYVIO is an integrin receptor antagonist indicated for adult ulcerative colitis and
adult Crohn’s disease. Prior to initiating treatment with ENTYVIO, all patients should be
brought up to date with all immunizations according to current immunization
guidelines. ENTYVIO is not recommended in patients with active, severe infections until
the infections are controlled. Providers should consider withholding treatment in
patients who develop a severe infection while on treatment with ENTYVIO. Providers
should perform screening for tuberculosis (TB) according to the local practice.

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/formfile.aspx

Indications/Criteria

A. Entyvio subcutaneous pen may be considered for coverage for Crohn’s Disease
when the following criteria are met:

e Diagnosis of moderate to severe active Crohn’s disease confirmed by endoscopy
(or capsule endoscopy when appropriate)

e 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%.

Initial approval for 6 months
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Extension requests will be approved for 12 months if the member has a continued
benefit to therapy. Extension requests where Entyvio SQ that did not have the full
desired effect or considered a clinical failure will require clinical rationale for
continuing

B. Entyvio subcutaneous pen may be considered for coverage for ulcerative colitis
when the following criteria are met:
« A diagnosis of moderate to severe Ulcerative Colitis
« 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)

OR

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

Initial approval for 6 months

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

C. For all indications, Entyvio IV may be considered for medical coverage when the
following conditions are met:

« Member is at least 18 years of age; AND
« Must be prescribed by, or in consultation with, a specialist in
gastroenterology; AND
« Member is not on concurrent treatment with another TNF-inhibitor,
biologic response modifier, natalizumab products, or other non-biologic
agent (i.e., apremilast, tofacitinib, baricitinib, upadacitinib, etc.); AND
« Site of Care
i. Per the MVP Health Care Pharmacy Management Programs policy,
Entyvio IV is subject to Site of Care requirements and must be
obtained through a preferred home infusion vendor or contracted
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provider office. Prior Authorization and medical justification are
required for Entyvio IV obtained and administered in a non-
preferred site of care (i.e. outpatient hospital setting).
A. MVP will allow 60 days after prior authorization approval for
members to transfer to a preferred infusion site.
B. This requirement does not apply to MVP Medicare and
Medicaid, CHP members

D. Entyvio IV may be considered for coverage for the treatment of Crohn’s disease
when the above criteria in Section C is met AND:

e Documented moderate to severe active disease; AND

e Documented failure, contraindication, or ineffective response at maximum
tolerated doses to a minimum (3) month trial of corticosteroids or
immunomodaulators (e.g., azathioprine, 6-mercaptopurine, or methotrexate);
OR

e Documented failure, contraindication, or ineffective response at maximum
tolerated doses to a minimum (3) month trial on previous therapy with a TNF
modifier such as adalimumab, certolizumab, or infliximab

Initial approval for 6 months

Extension requests will be approved for 12 months when the following
documentation is provided:

o Disease response as indicated by improvement in signs and symptoms
compared to baseline such as endoscopic activity, number of liquid
stools, presence and severity of abdominal pain, presence of
abdominal mass, body weight compared to IBW, hematocrit, presence
of extra intestinal complications, use of anti-diarrheal drugs, tapering
or discontinuation of corticosteroid therapy, and/or an improvement
on a disease activity scoring tool [e.g., an improvement on the Crohn’s
Disease Activity Index (CDAI) score or the Harvey-Bradshaw Index
score].

D. Entyvio IV may be considered for coverage for the treatment of Ulcerative Colitis
when the above criteria in Section B are met AND:

e Documented moderate to severe active disease; AND
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Documented failure, contraindication, or ineffective response at maximum
tolerated doses to a minimum (3) month trial of corticosteroids or
immunomodulators (e.g., azathioprine, 6-mercaptopurine, or methotrexate); OR
Documented failure, contraindication, or ineffective response at maximum
tolerated doses to a minimum (3) month trial on previous therapy with a TNF
modifier such as adalimumab, golimumab, or infliximab

Requests for members with moderately severe UC, who are naive to biologic
therapies will be reviewed on a case-by-case basis consistent with the AGA
guidelines.

Initial approval for 6 months

Extension requests will be approved for 12 months when the following
documentation is provided:

Disease response as indicated by improvement in signs and symptoms compared
to baseline such as stool frequency, rectal bleeding, and/or endoscopic activity,
tapering or discontinuation of corticosteroid therapy, and/or an improvement on
a disease activity scoring tool [e.g., an improvement on the Ulcerative Colitis
Endoscopic Index of Severity (UCEIS) score or the Mayo Score].

E. Entyvio IV may be considered for coverage for the management of Immune
Checkpoint Inhibitor-Related Diarrhea/Colitis/Pneumonitis when the above
criteria in Section C is met AND:

* 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, colitis, or
pneumonitis related to their immunotherapy; AND
» Documented failure, contraindication, or ineffective response to systemic
corticosteroids or infliximab.
Entyvio IV for Immune Checkpoint Inhibitor Related Diarrhea/Colitis/
Pneumonitis may not be renewed

Exclusions
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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 clinical guidelines

References

1. Entyvio [package insert]. Lexington, MA 02421; Takeda Pharmaceuticals America,
Inc; Approved 2014. Revised 04/2024.
2. Lichtenstein GR, Loftus EV, Isaacs K, et al. American College of Gastroenterology

Clinical Guideline: Management of Crohn's Disease in Adults. Am J Gastroenterol.
2018;113: 481-517. doi: 10.1038/ajg.2018.27; published online 27 March 2018.

3. Kornbluth A, Sachar DB; Practice Parameters Committee of the American College
of Gastroenterology. Ulcerative colitis practice guidelines in adults: American
College Of Gastroenterology, Practice Parameters Committee. Am J
Gastroenterol. 2010 Mar;105(3):501-23.

4. Dignass A, Lindsay JO, Sturm A, et al. Second European evidence-based
consensus on the diagnosis and management of ulcerative colitis part 2: current
management. J Crohns Colitis. 2012 Dec;6(10):991-1030.

5. Terdiman JP, Gruss CB, Heidelbaugh JJ, et al. American Gastroenterological
Association Institute guideline on the use of thiopurines, methotrexate, and anti-
TNF-a biologic drugs for the induction and maintenance of remission in
inflammatory Crohn's disease. Gastroenterology. 2013 Dec;145(6):1459-63. doi:
10.1053/j.gastro.2013.10.047.

6. Gomollén F, Dignass A, Annese V, et al. EUROPEAN Evidence-based consensus on
the diagnosis and management of Crohn's disease 2016: Part 1: Diagnosis and
medical management. J Crohns Colitis. 2016 Sep 22. pii: jjw168.

7. Harbord M, Eliakim R, Bettenworth D, et al. Third European Evidence-based
Consensus on Diagnosis and Management of Ulcerative Colitis. Part 2: Current
Management. J Crohns Colitis. 2017 Jan 28. doi: 10.1093/ecco-jcc/jjx009.

8. National Institute for Health and Care Excellence. NICE 2012. Crohn's Disease:
Management. Published 10 October 2012. Clinical Guideline [CG152].
https://www.nice.org.uk/guidance/cg152/resources/crohns-disease-
management-pdf-35109627942085.

Page 6 of 8



MVP Health Care Medical Policy

10.

11.

12.

13

14.

15.

Lewis JD, Chuai S, Nessel L, et al. Use of the Non-invasive Components of the
Mayo Score to Assess Clinical Response in Ulcerative Colitis. Inflamm Bowel Dis.
2008 Dec; 14(12): 1660-1666. doi: 10.1002/ibd.20520

Paine ER. Colonoscopic evaluation in ulcerative colitis. Gastroenterol Rep (Oxf).
2014 Aug; 2(3): 161-168.

Walsh AJ, Bryant RV, Travis SPL. Current best practice for disease activity
assessment in IBD. Nature Reviews Gastroenterology & Hepatology 13, 567-579
(2016) doi:10.1038/nrgastro.2016.128

Rubin DT, Ananthakrishnan AN, Siegel CA, et al. ACG clinical guideline: ulcerative
colitis in adults. Am J Gastroenterol. 2019 Mar;114(3):384-413.

. Referenced with permission from the NCCN Drugs & Biologics Compendium

(NCCN Compendium®) vedolizumab. National Comprehensive Cancer Network,
2021. The NCCN Compendium® is a derivative work of the NCCN Guidelines®.
NATIONAL

ACG Clinical Guidline: Ulcerative Colitis in Adults. The American Journal of
Gastroenterology: March 2019 - Volume 114 - Issue 3 - p 384-413 doi:
10.14309/ajg.0000000000000152. Accessed: ACG Clinical Guideline: Ulcerative
Colitis in Adults : Official journal of the American College of Gastroenterology |
ACG (lww.com)

AGA Living Clinical Practice Guideline on Pharmacological Management of

Moderate-to-Severe Ulcerative Colitis Singh, Siddharth et al. Gastroenterology,
Volume 167, Issue 7, 1307 — 1343. December 2024.

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

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.
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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 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 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).

shall in all 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

*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: ENTYVIO (vedolizumab)

Type of Policy: Drug/Medical Therapy
Prior Approval Date: 01/01/2024
Approval Date: 10/01/2025
Effective Date: 12/01/2025

Related Policies:
Inflammatory Biologic Drug Therapy
Experimental or Investigational Procedures

Infliximab

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

Drugs Requiring Prior Authorization (covered under the medical benefit)
J3380 Entyvio (vedolizumab, injection Tmg)

Overview/Summary of Evidence

ENTYVIO is an integrin receptor antagonist indicated for adult ulcerative colitis and
adult Crohn’s disease. Prior to initiating treatment with ENTYVIO, all members should
be brought up to date with all immunizations according to current immunization
guidelines. ENTYVIO is not recommended in members with active, severe infections
until the infections are controlled. Providers should consider withholding treatment in
members who develop a severe infection while on treatment with ENTYVIO. Providers
should perform screening for tuberculosis (TB) according to the local practice.

Indications/Criteria
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Coverage is provided in the following conditions:

Universal Criteria:

Member is at least 18 years of age; AND

Must be prescribed by, or in consultation with, a specialist in gastroenterology;
AND

Member is not on concurrent treatment with another TNF-inhibitor, biologic
response modifier, natalizumab products or other non-biologic agent (i.e.,
apremilast, tofacitinib, baricitinib, upadacitinib, etc.);

Coverage duration (unless otherwise specified for applicable indication)
o Initial coverage up to 6 months
o Continuation of coverage 12 months

For the treatment of Crohn’s disease:

Documented moderate to severe active disease; AND Documented failure,
contraindication, or ineffective response at maximum tolerated doses to a
minimum (3) month trial on previous therapy with a TNF modifier such as

adalimumab, certolizumab, or infliximab

Continuation of therapy will require documentation of:

Disease response as indicated by improvement in signs and symptoms compared
to baseline such as endoscopic activity, number of liquid stools, presence and
severity of abdominal pain, presence of abdominal mass, body weight compared
to IBW, hematocrit, presence of extra intestinal complications, use of anti-
diarrheal drugs, tapering or discontinuation of corticosteroid therapy, and/or an
improvement on a disease activity scoring tool [e.g., an improvement on the
Crohn'’s Disease Activity Index (CDAI) score or the Harvey-Bradshaw Index score].

For the treatment of Ulcerative Colitis:

Documented moderate to severe active disease; AND Documented failure,
contraindication, or ineffective response at maximum tolerated doses to a
minimum (3) month trial of corticosteroids or immunomodulators (e.g.,
azathioprine, 6-mercaptopurine, or methotrexate); OR Documented failure,
contraindication, or ineffective response at maximum tolerated doses to a
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minimum (3) month trial on previous therapy with a TNF modifier such as
adalimumab, golimumab, or infliximab

e Requests for members with moderately severe UC, who are naive to biologic
therapies will be reviewed on a case-by-case basis consistent with the AGA

guidelines.
Continuation of therapy will require documentation of:

e Disease response as indicated by improvement in signs and symptoms compared
to baseline such as stool frequency, rectal bleeding, and/or endoscopic activity,
tapering or discontinuation of corticosteroid therapy, and/or an improvement on
a disease activity scoring tool [e.g., an improvement on the Ulcerative Colitis
Endoscopic Index of Severity (UCEIS) score or the Mayo Score].

Management of Immune Checkpoint Inhibitor-Related
Diarrhea/Colitis/Pneumonitis:

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

e Member has moderate (grade 2) to severe (grade 3-4) diarrhea, colitis, or
pneumonitis related to their immunotherapy; AND

e Documented failure, contraindication, or ineffective response to systemic
corticosteroids or infliximab.

Continuation of therapy will require documentation of: May not be renewed for Immune
Checkpoint Inhibitor-Related Diarrhea/Colitis/Pneumonitis

Exclusions

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 clinical guidelines
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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
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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
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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

Erythropoiesis Stimulating Agents Page 50f 9




MVP Health Care Medical Policy

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
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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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Etanercept
Type of Policy: Drug/Medical Therapy
Prior Approval Date: 02/01/2024
Approval Date: 11/01/2024
Effective Date: 01/01/2026

Related Policies: Apremilast
Adalimumab
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 pharmacy benefit

Enbrel (J1438, etanercept)

Overview

Etanercept is a subcutaneously administered tumor necrosis factor (TNF) blocker that is
a soluble TNF receptor. Like other TNF blockers, etanercept is useful in a variety of
inflammatory disorders such as rheumatoid arthritis, psoriatic arthritis, ankylosing
spondylitis and psoriasis. Etanercept carries a black box warning for infection and
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malignancy. Members should be screened for immunologic and infectious disease prior
to initiating therapy.

Medicare Variation
e Refer to the Medicare Part D formulary for drugs that may be covered under
the Part D benefit.
e Medicare Part B variation: Step through therapy is NOT required for medical
drugs.

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/formfile.aspx

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

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

e Must be prescribed for an FDA approved indication

B. Ankylosing Spondylitis

Etanercept may be considered for coverage for Ankylosing Spondylitis when:
e Chart notes documenting failure of at least one NSAIDS at maximum
tolerated dose unless the member has contraindications to NSAID therapy
such as cardiovascular disease, peptic ulcer disease or renal disease AND
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e Documented significant clinical symptoms such as fatigue, spinal pain,
arthralgia, inflammation of joints and tendons, morning stiffness duration
and therapy AND

e Insufficient response to at least one local corticosteroid injection in
patients with symptomatic peripheral arthritis AND

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

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 Etanercept did
not have the full desired effect or considered a clinical failure will require
clinical rationale for continuing.

C. Psoriasis

Etanercept may be considered for coverage for Psoriasis when:

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:
= 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:
e Member has had an inadequate response or intolerance to
either phototherapy (e.g. UVB, PUVA) OR
e Member has had an inadequate response or intolerance to
pharmacologic treatment with methotrexate, cyclosporine, or
acitretin

Initial approval for 6 months.

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

Etanercept may be considered for coverage for Psoriatic Arthritis when:

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

e Chart notes documenting a failure of at least one NSAIDS 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 respond 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 (DMARDs)

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 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

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

E. Juvenile Psoriatic Arthritis (JPsA)
Etanercept may be considered for coverage for Juvenile Psoriatic Arthritis (JPsA)

when:

a. Member has a diagnosis of moderate to severe Juvenile Psoriatic Arthritis

b. Chart notes documenting an inadequate treatment response, intolerance,
or contraindication to a 3-month trial of at least ONE conventional
disease-modifying antirheumatic drugs (DMARDs)

Initial approval will be for 6 months
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Extensions requests will be approved up to 12 months if the member has a continued
benefit to therapy. Extension requests where the Etanercept did not have the full desired
effect or considered a clinical failure will require clinical rationale for continuing.

F. Rheumatoid Arthritis

Etanercept may be considered for coverage for Rheumatoid Arthritis when:

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

» Documentation 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 Etanercept may be used without prior methotrexate trial if 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

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

G. Juvenile Idiopathic Arthritis
Requests for etanercept treat Juvenile idiopathic arthritis will be reviewed on a
case-by-case basis using the American College of Rheumatology
recommendations for the treatment of juvenile idiopathic arthritis.

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 the Etanercept did not
have the full desired effect or considered a clinical failure will require clinical
rationale for continuing.

Exclusions

The use of etanercept will not be covered for the following situations:
e Dosing/age and/or frequency outside of the FDA approved package labeling.
e Etanercept in combination with other biologics is excluded from coverage
e Combination therapy that is not supported by guidelines
e History of Multiple Sclerosis
e Members with Sepsis

References

1. Enbrel® (etanercept) injection. Prescribing Information. Thousand Oaks,
CA: Immunex Corporation; Approved 1998. Revised 10/2024.

2. Etanercept. Clinical Pharmacology powered by ClinicalKey. Philadelphia (PA):
Elsevier. C2021 - [cited 2023 Aug 21]. Available from: http://www.clinicalkey.com.

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

Page 6 of 8



MVP Health Care Medical Policy

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 Prior Auth
ASO See SPD

Page 7 of 8




MVP Health Care Medical Policy

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 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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Etrasimod
Type of Policy: Drug/Medical therapy (administered by the pharmacy department)
Prior Approval Date: 10/01/2024
Approval Date: 10/01/2025
Effective Date: 12/01/2025

Related Policies: Ozanimod

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

Drugs Requiring Prior Authorization under the pharmacy benefit

Velsipity (etrasimod)

Overview

Etrasimod is an oral sphingosine 1-phosphate receptor modulator. It is indicated for
moderately to severely active ulcerative colitis (UC) in adult patients. Etrasimod binds
with high affinity to S1P receptors 1, 4, and 5 (S1P1,4,5). Etrasimod has minimal activity
on S1P3 and no activity on S1P2. Etrasimod partially and reversibly blocks the capacity
of lymphocytes to egress from lymphoid organs, reducing the number of lymphocytes
in peripheral blood. The mechanism by which etrasimod exerts therapeutic effects in UC
is unknown but may involve the reduction of lymphocyte migration into the intestines.

Indications/Criteria
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A. Ulcerative Colitis

Etrasimod may be considered for coverage for ulcerative colitis when all the
following criteria is met:

e A diagnosis of moderate to severe Ulcerative Colitis

e Ordered by a participating gastroenterologist or colorectal surgeon

e Documentation 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

e Provider attestation of the following:

o The member has not experienced the following in the last 6
months: myocardial infarction, unstable angina pectoris, stroke,
transient ischemic attack, decompensated heart failure requiring
hospitalization, or Class Ill or IV heart failure

o The member does not have a history or presence of Mobitz type Il
second-degree or third-degree atrioventricular (AV) block, sick
sinus syndrome, or sino-atrial block, unless the patient has a
functioning pacemaker

Initial approval will be for 6 months

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

Exclusions

The use of Etrasimod 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 clinical guidelines
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References

1. Etrasimod. In: Clinical Pharmacology [database on the Internet]. Tampa (FL):
Elsevier. 2024 [cited September 9, 2024]. Available from:
www.clinicalpharmacology.com. Subscription required to view.

2. Velsipity [package insert]. New York, NY: Pfizer; Approval 2023. Revised 08/2025.

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
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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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Formulary Exception for Non-Covered Drugs

Type of Policy: Drug Therapy
Prior Approval Date: 12/01/2024
Approval Date: 11/01/2025
Effective Date: 01/01/2026

Related Policies: N/A

Drugs Requiring Prior Authorization N/A

Overview

The Pharmacy and Therapeutics (P&T) Committee excludes coverage for all newly
released drugs for a period of at least six months so committee members and specialists
can become familiar with the drug's use in clinical practice. The P&T Committee may
approve early review at any time after FDA approval. Generic equivalents of existing
drugs will become reimbursable when they are added to the pharmacy benefit
management (PBM) prescription processing system.

The P&T Committee recommends drugs to be excluded from coverage if they do not
have significant clinical and/or therapeutic advantages over drugs currently covered by
the Plan. The Committee uses utilization, pharmaco-economic and clinical data to
develop the exclusions. However, not every member may be able to tolerate formulary
drugs due to clinical ineffectiveness or adverse/allergic reactions. Therefore, a formulary
exception (prior authorization) process for these exceptions will allow members to
receive otherwise non-covered medications.

This policy serves two purposes:
1. To provide physicians a means by which they can select the most
appropriate and cost-effective drugs for their patients.
2. To develop a procedure by which a physician may request a non-covered
drug for member use under MVP’s policies.

Formulary Exception for Non-Covered Drugs
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Indications/Criteria

Formulary exceptions are reviewed on a case-by-case basis for non-formulary and
excluded drugs, subject to the determination of medical necessity based on the criteria
below.

A pharmacist and/or the Medical Director will review all requests for formulary
exceptions.

1. The prescriber will submit the completed request for coverage form to the
Plan for review prior to the prescription being filled. To avoid transcription
problems and to ensure that current clinical information is reviewed,
requests from third parties, including but not limited to pharmacy service
providers and manufacturers, will not be honored.

2. This policy cannot cover all situations likely to be encountered. The clinical
reviewer must exercise discretion and document rationale for approvals.
Review is based on medical considerations which clearly demonstrate the
potential for adverse medical outcome to the member. Examples include
but are not limited to:

a. Documented allergic/adverse reaction to formulary agents.

b. Documented failure on formulary agents.

c. Documented member therapy stability issues in patients where a
formulary agent is contraindicated or a change in therapy is not
advisable.

d. Policy and/or benefit interpretation

e. Member contract and/or prescription drug rider

3. If documentation submitted substantiates an approval, the pharmacist will
make the determination. A Plan medical director reviews all requests that
are recommended by a pharmacist for medical necessity denial.

4. Areply (approval or denial) will be provided to both the member and
physician in a timely fashion.

When approved, the member is responsible for the usual pharmacy co-payment per
contract/rider.

Brand or generic status is determined by the PBM pricing source for all drugs.
Initial approval for a formulary exception will be up to 6 months

Extension requests will be approved for up to 12 months and must include the
following:

e Provider attestation that the member has a continued benefit to therapy and

Formulary Exception for Non-Covered Drugs
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e Provider attestation that formulary alternatives, including new therapies added to
the formulary, are not medically appropriate for the member.

VT Commercial and VT Exchange turnaround time
a. All requests are considered urgent. We will make a formulary exception
determination within 24 hours of provider receipt and documentation.

NY Commercial and NY Exchange turnaround time
Standard Review. We will make a formulary exception determination within 72 hours of
provider receipt and documentation.

a. Expedited (Urgent) Review. If the requesting health care professional asserts
that the member has a medical condition that places the member’s health in
serious jeopardy without the prescription drug prescribed by the requesting
health care professional the formulary exception will be made within 24 hours of
provider receipt and documentation.

Formulary Exception (Medicaid)

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

Medicaid follows the same criteria as above with the following exceptions:

a. Members may be allowed immediate access without prior authorization to a 72-
hour emergency supply of a medication for a member with a behavioral health
condition experiencing an emergency condition or a 7day supply of a substance
use medication (opioid withdrawal and/or stabilization).

b. Foster Care Transition fills
a. Transition fills apply to ensure access to care for medications that require
prior authorization. Prior authorizations that were approved in Medicaid
Fee-For-Service (FFS) will not carry through to MVP Medicaid Managed
Care.

Formulary Exception for Non-Covered Drugs
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b. A member is allowed a one-time fill up to a thirty (30) day supply within
the first ninety (90) days of foster care placement as a transitional fill. This
transition fill is not limited to new enrollees.

c. Transition fill allows exceptions to refill timeframes and to rapidly replace
lost medications

d. Transition fill applies to DME replacement

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

benefit.

Exclusions

e Members without prescription drug coverage
« Exceptions for non-covered drugs that are not prior authorized are not

covered.

« Any employer group contract not subject to the Plan’s Formulary is exempt

from this policy.

References

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.

Formulary Exception for Non-Covered Drugs
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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

Formulary Exception for Non-Covered Drugs
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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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GABA-Receptor Modulators

Type of Policy: Drug Therapy
Prior Approval Date: 11/01/2024
Approval Date: 08/01/2025
Effective Date: 10/01/2025

Related Policies: Quantity Limits for Prescription Drugs

Drugs Requiring Prior Authorization
Xyrem® (sodium oxybate)

Sodium Oxybate solution
Xywav® (Calcium Oxybate, Magnesium Oxybate, Potassium Oxybate, Sodium Oxybate)

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

Overview

Narcolepsy is a chronic neurological disorder caused by the brain's inability to regulate
sleep-wake cycles normally. At various times throughout the day people with narcolepsy
experience fleeting urges to sleep. If the urge becomes overwhelming, patients fall
asleep for periods lasting from a few seconds to several minutes. In rare cases, some
people may remain asleep for an hour or longer. In addition to the most common
symptom excessive daytime sleepiness (EDS), three other major symptoms frequently
characterize narcolepsy: cataplexy (the sudden loss of voluntary muscle tone); vivid
hallucinations during sleep onset or upon awakening; and brief episodes of total
paralysis at the beginning or end of sleep. EDS can result from a wide range of medical
conditions, including other sleep disorders such as sleep apnea, various viral or bacterial
infections, mood disorders such as depression, and painful chronic illnesses such as
congestive heart failure and rheumatoid arthritis that disrupt normal sleep patterns.
Various medications can also lead to EDS, as can consumption of caffeine, alcohol, and
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nicotine. Finally, sleep deprivation has become one of the most common causes of EDS
among Americans. This lack of specificity increases the difficulty of arriving at an
accurate diagnosis based on a consideration of symptoms alone. Specialized tests are
essential in confirming a diagnosis of narcolepsy.

Xyrem is a GABA receptor modulator indicated for the treatment of cataplexey and
excessive daytime sleepiness associated with narcolepsy. Xywav is a combination
formulation of calcium, magnesium, potassium and sodium oxybates. Xywav is indicated
for the treatment of cataplexey and excessive daytime sleepiness associated with
narcolepsy as well as the treatment of idiopathic hypersomnia

Indications/Criteria

A. Xyrem and Xywav for the treatment of cataplexy and excessive daytime
sleepiness in members with narcolepsy may be considered for coverage when all
of the following criteria are met:

o Member has a definitive diagnosis of narcolepsy based upon objective sleep
studies; AND

o Member is at least 7 years old; AND

o Quantitatively documented symptoms of excessive daytime sleepiness and/or
cataplexy; AND

o Documented intolerance, contraindication, or failure of a 3-month trial of the
following:

e For Adults 17 years of age and older:
o For excessive daytime sleepiness (EDS)

« modafinil 200mg daily or solriamfetol (Sunosi) 150mg daily
or armodafinil 150mg daily; AND a formulary amphetamine
product

e For Pediatric members 7 years old up to 17 years old
e For excessive daytime sleepiness (EDS)
e Modafinil

B. Xywav for the treatment of idiopathic hypersomnia (IH) may be considered for
coverage when the following criteria is met:
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e Member has a definitive diagnosis of idiopathic hypersomnia (IH) in adults
including:
o Chart notes documenting that other disorders or medications that can
cause EDS have been ruled out such as narcolepsy type 1 and 2,
insufficient sleep syndrome, obstructive sleep apnea, depression, and
delayed sleep phase syndrome.
e Documentation of clinical feature(s) supportive of IH
o Unrefreshing sleep
Prolonged sleep time
Memory problems or attention deficit
Severe and prolonged sleep inertia
Automatic behaviors during periods of drowsiness
Autonomic symptoms (fainting, cold hands and feet, orthostatic
hypotension)
e Documentation of symptom severity
o Epworth Sleepiness Scale (ESS) of > 10 and/or idiopathic hypersomnia
severity scale (IHSS).
o Documentation of a failure, contraindication or intolerance to a 1-month trial
of modafinil and a formulary methylphenidate product

o O O O O

Initial approval will be for 6 months

For members with a diagnosis of narcolepsy, extension requests will be approved up to
12 months if the member has a continued therapy based on demonstrated response of
decreasing cataplexy events and improvement in score for appropriate test (e.g.
Epworth Sleepiness Scale, Clinical Global Impression of Change, etc.) for EDS.

For members with a diagnosis of IH, extension requests will be approved up to 12
months if the member has a continued therapy will be considered at 6-month intervals
based on documentation of improvement measured by ESS score and/or IHSS score and
clinical impression

Exclusions

e Concomitant use with sedative hypnotics (including anxiolytics), CNS depressants
(including alcohol), sedating antidepressants

e History of GHB abuse

e Diagnosis of narcolepsy based solely on symptoms

GABA Receptor Modulators Page 3 of 5
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Doses greater than 9 grams per night

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

References
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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

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
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

GABA Receptor Modulators

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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Gabapentin ER

Type of Policy: Drug Therapy
Prior Approval Date: 11/01/2024
Approval Date: 08/01/2025
Effective Date: 10/01/2025
Related Policies: N/A

Drug Requiring Prior Authorization (covered under the pharmacy benefit)
Gralise® (gabapentin)

Gabapentin ER

Horizant® (gabapentin enacarbil)

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

Overview

Horizant (gabapentin enacarbil) is an oral medication used to treat primary restless legs
syndrome (RLS) and postherpetic neuralgia (PHN) in adults. Gabapentin enacarbil is a
prodrug of gabapentin and its therapeutic effects in RLS and PHN are attributable to
gabapentin. The precise mechanism by which gabapentin is efficacious in RLS and PHN
is unknown.

RLS is a sensorimotor disorder characterized by an urge to move the legs that is usually
accompanied or caused by uncomfortable sensations in the legs that occurs primarily in
the evening and night. RLS is also called Willis-Ekbom Disease. Patients with RLS often
report daytime fatigue, decreased alertness and emotional distress due to sleep
disturbances. Gabapentin enacarbil is a prodrug of gabapentin, an antiepileptic drug.
The mechanism by which Horizant is effective for RLS is unknown.

Post-herpetic neuralgia (PHN) is a painful complication of acute herpes zoster infection
which occurs in ~10 to 20% of herpes zoster patients. Horizant is a twice-daily
formulation of gabapentin enacarbil and Gralise is a once-daily formulation indicated to
treat PHN, also known as after-shingles pain. The exact mechanism by which Horizant

Gabapentin ER
Page 1 of 4



MVP Health Care Medical Policy

and Gralise exert their analgesic effects is not completely understood. In rats and mice
gabapentin prevents pain-related responses of neuropathic pain.

Indications/Criteria

A. Horizant for RLS will be considered when ALL of the following criteria are met:
e Member has a documented diagnosis of moderate to severe primary (idiopathic)
RLS
e Other causes of movement disorder have been ruled out and RLS is definitively
diagnosed.
e The member has a score of 11 or greater on the International Restless Legs
Syndrome Rating Scale
e The member has failed a 1-month trial to one of the following:
o Ropinirole
o Pramipexole
» A one month trial of ropinirole or pramipexole is not required if one
of the following is provided:
e Member has a contraindication
e Member has an intolerance
e Provider attestation that they are not medically appropriate
for the member’s clinical management.

Initial approval will be for 6 months
Extension requests will be approved up to 12 months, if there is documentation of
continued benefit to therapy and improvement in International Restless Legs Syndrome

Rating Scale score.

B. Horizant or Gralise for PHN will be considered when ALL of the following criteria are

met:
e PHN has persisted for at least three months after the rash and/or blisters have
healed; AND

e Minimum baseline pain intensity score of at least 4 on an 11-point numerical pain
rating scale ranging from 0 (no pain) to 10 (worst possible pain);
e Provider attestation that the member has a contraindication, intolerance, or
failure to an adequate trial of each of the following medications
o gabapentin immediate release at 1800mg in divided dose three times a
day;

Gabapentin ER Page 2 of 4
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o Lidocaine 5% patch
Initial approval will be limited to 6 months.

Extension requests will be approved up to 12 months if there is documentation of
continued benefit and adequate pain relief.

Exclusions

e Age, dose, frequency of dosing, and/or duration of therapy outside of FDA
approved package labeling
e RLS secondary to other conditions (iron deficiency anemia, pregnancy, ESRD, etc.)
e Members with a movement disorder other than RLS, including periodic limb
movement disorder
o Gralise
o Creatinine Clearance less than 30ml/min
o Members on hemodialysis
e Horizant for RLS
o Members on hemodialysis

References

1. Horizant® (gabapentin enacarbil). Prescribing Information. Atlanta, GA: Arbor
Pharmaceuticals, LLC April 2025.

2. Winkelman JW, Berkowski JA, DelRosso LM, Koo BB, Scharf MT, Sharon D,
Zak RS, Kazmi U, Falck-Ytter Y, Shelgikar AV, Trotti LM, Walters
AS. Treatment of restless legs syndrome and periodic limb movement disorder:
an American Academy of Sleep Medicine clinical practice guideline. J Clin Sleep
Med. 2025;21(1):1-52. doi:10.5664/jcsm.11390 Gralise (gabapentin). Prescribing
Information. Newark, CA: Depomed, Inc. April 2020. Revised 04/2023.

3. Restless Legs Syndrome Rating Scale (nih.gov)

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

Gabapentin ER Page 3 of 4
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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

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
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

Gabapentin ER

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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Ganaxolone

Type of Policy: Drug/Medical Therapy
Prior Approval Date: 02/01/2024
Approval Date: 08/01/2025
Effective Date: 10/01/2025

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 pharmacy benefit

Ztalmy (ganaxolone) suspension

Overview

Ganaxolone is a neuroactive steroid gamma-aminobutyric acid (GABA) A receptor
positive modulator indicated for the treatment of seizures associated with cyclin-
dependent kinase-like 5 (CDKL5) deficiency disorder (CDD) in patients 2 years and older.
CDD is a rare developmental epileptic encephalopathy (DEE) that causes both epileptic
activity and severe developmental impairment, impacting cognitive, motor, speech, and
visual function.

Indications/Criteria

Ztalmy may be considered for coverage when all the following criteria are met:
e Ordered by or in consult with a neurologist
e Member has a documented diagnosis of seizures associated with cyclin-
dependent kinase like 5 deficiency disorder (CDD)
e Confirmed CDKL5 gene mutation
e Documentation of baseline monthly seizure frequency
e Documentation of a failure of at least two previous antiepileptic therapies

Page 10of 3



MVP Health Care Medical Policy

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 and documentation of reduction in monthly seizure
frequency compared to baseline.

Exclusions

The use of Ztalmy will not be covered for the following situations:
e Dosing, age, and/or frequency outside of the FDA approved package labeling

References

1. Clinical Pharmacology. Ztalmy 50mg/ml suspension. Revised 03/29/2022.
Accessed 01/07/2023.

2. Ztalmy [package insert]. Radnor, PA: Marinus Pharmaceuticals, Inc.; Initial U.S.
Approval/Publication Year: 2022. Revised: 04/2024.

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.
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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

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 requirements

© 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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Gaucher Disease Type 1 Treatment

Type of Policy: Drug/Medical Therapy
Prior Approval Date: 07/01/2024
Approval Date: 11/01/2025
Effective Date: 11/01/2025

Related Policies: N/A

Codes Requiring Prior Authorization (covered under the medical benefit)
J1786 Cerezyme® (imiglucerase, 10 units)

J3385 Vpriv™ (Injection, velaglucerase alfa, 100 units)

J3060 Elelyso (Injection, taliglucerase alfa, 10 units)

Drug Requiring Prior Authorization (covered under the pharmacy benefit)
Cerdelga (eliglustat 84 mg oral capsules)

Zavesca® (miglustat 100 mg oral capsules)

Miglustat 100mg oral capsules

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

Overview

Gaucher disease is an autosomal recessive lysosomal storage disorder caused by
mutations in the GBA gene, which encodes the enzyme B-glucocerebrosidase.
Deficiency of this enzyme leads to the accumulation of glucocerebroside within
macrophages, forming characteristic "Gaucher cells" that infiltrate various organs. This
impacts primarily the spleen, liver and bone marrow which can cause organ
inflammation and dysfunction.

There are three different types of disease:

Gaucher disease Type 1: This is the most common. It is characterized by
hepatosplenomegaly, anemia, thrombocytopenia, and skeletal involvement. There are
no signs of brain involvement.

Gaucher’s Disease Type 1 Treatment Page 1 0f 6
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Gaucher disease Type 2: liver and spleen enlargement are apparent by 3 months of
age. Members have extensive and progressive brain damage and usually die by 2 years
of age.

Gaucher disease Type 3: Features progressive neurological involvement with later
onset and slower progression than Type 2. Patients may also exhibit visceral and skeletal
symptoms

Medications that reverse or halt the clinical symptoms of Gaucher's Disease Type 1 are
Cerezyme® (imiglucerase), Vpriv™ (velaglucerase alfa) and Elelyso® (taliglucerase alfa).
Cerdelga (eliglustat) is a glucosylceramide synthase inhibitor approved for the long-
term treatment of adults with Gaucher’s disease type 1, whose dose is determined by
establishing the member's CYP2D6 phenotype. Zavesca® (miglustat) is a
glucosylceramide synthase inhibitor approved for adult members with mild to moderate
Type 1 Gaucher Disease for whom enzyme replacement therapy is not a therapeutic
option (e.g. due to allergy, hypersensitivity or poor venous access).

Indications/Criteria

Cerezyme (imiglucerase), Vpriv (velaglucerase alfa), and Elelyso (taliglucerase alfa)
may be considered for coverage when the following criteria are met:

« Diagnosis of Gaucher's Disease Type 1 is confirmed by biochemical assay; AND
e Home administration should be evaluated for appropriateness; AND

e Member is experiencing symptomatic manifestations of the disease as evidenced
by one of the following:

o Documented skeletal disease (osteopenia, avascular osteosclerosis,
marrow infiltration, lytic lesions)

o Anemia (Hgb less than or equal to 11.5gm/dL females, Hgb less than or
equal to 12.5gm/dL males or 1.0gm/dL below lower limit of normal for age
and sex)

o Thrombocytopenia (platelet count less than or equal to 120,000/mm

o Hepatomegaly or splenomegaly

o Site of Care (Cerezyme, Vpriv & Elelyso)

Gaucher’s Disease Type 1 Treatment Page 2 of 6
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a. Per the MVP Health Care Pharmacy Management Programs policy,
Cerezyme, Vpriv and Elelyso are subject to Site of Care requirements and
must be obtained through a preferred home infusion vendor, contracted
infusion center or contracted provider office. Prior Authorization and
medical justification are required for Cerezyme, Vpriv or Elelyso obtained
and administered in a non-preferred site of care (i.e. outpatient hospital
setting).

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 Medicaid, and CHP
members

Cerdelga (eliglustat) may be considered for coverage when the following criteria are
met:
e Diagnosis of Gaucher's Disease Type 1 is confirmed by biochemical assay; AND

e Confirmation of CYP2D6 metabolizer status as detected by an FDA-cleared test
with a result of either extensive metabolizer, intermediate metabolizer, or poor
metabolizer

Miglustat may be considered for coverage when the following criteria are met:
« Diagnosis of Gaucher's Disease Type 1 is confirmed by biochemical assay; AND
e Member is experiencing symptomatic manifestations of the disease; AND

e Member has a contraindication for use of enzyme replacement therapy such as
allergy, hypersensitivity reaction or poor venous access

o For brand name Zavesca, documentation of failure or contraindication to
miglustat

Initial coverage, when approved, will be for a period up to 1 year.

Extension of therapy will be up to a maximum of 3 years if the member has a
continued benefit to therapy. Extension requests where the medication did not have the
full desired effect or was considered a clinical failure will require clinical rationale for
continuation.

MVP Medicaid Variation

Extension of therapy will be up to a maximum of 1 year

Gaucher’s Disease Type 1 Treatment Page 3 of 6
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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

The use of imiglucerase (Cerezyme), velaglucerase alfa (Vpriv), taliglucerase alfa (Elelyso),
Cerdelga (eliglustat), or Zavesca (miglustat) will not be considered medically
necessary in the following situations:

« Indication, age, dose, frequency of dosing, and/or duration of therapy outside of

FDA approved package labeling

o Members with Type 2 or Type 3 Gaucher's Disease

e Asymptomatic Type 1 disease

o Carriers of Gaucher's Disease

o Combination use of any of these agents

The use of Zavesca (miglustat) will also not be considered medically necessary in the
following situations:
o Severe disease defined as a hemoglobin concentration below 9 g/dL or a platelet
count below 50 x 10%/L or active bone disease

« Adjusted CrCl < 30 mL/min/1.73m?

The use of Cerdelga (eliglustat) will also not be considered medically necessary in the
following situations:
e Extensive metabolizers (EMs):
e Moderate or severe hepatic impairment
« Taking a strong or moderate CYP2D6 inhibitor concomitantly with a strong
or moderate CYP3A inhibitor Mild hepatic impairment taking a strong or
moderate CYP2D6 inhibitor.
e Intermediate Metabolizers (IMs):
« Taking a strong or moderate CYP2D6 inhibitor concomitantly with a strong
or moderate CYP3A inhibitor
e Intermediate and Poor Metabolizers (PMs):
o Any degree of renal impairment

Gaucher’s Disease Type 1 Treatment Page 4 of 6
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o Taking a strong CYP3A inhibitor
CYP2D6 ultra-rapid metabolizer as detected by an FDA-cleared test
Pre-existing cardiac disease, long QT syndrome, or concomitant use of Class |A
and Class Il antiarrhythmics

References

1.

10.

Cerezyme® (imiglucerase). Prescribing Information. Cambridge, MA: Genzyme
Corporation; Apr 2018. Revised 07/2024.

Zavesca® (miglustat). Prescribing Information. South San Francisco, CA: Actelion
Pharmaceuticals, Inc. Revised 08/2022.

Grabowski GA, Barton NW, Pastores G, et al.. Enzyme therapy in type 1 Gaucher
disease: Comparative efficacy of mannose-terminated glucocerebriosidase from
natural and recombinant sources. Ann Intern Med. 1995;122(1):33-9

National Institutes of Health Consensus Development Conference Report.
Gaucher Disease: Current issues in diagnosis and treatment. 1995.

National Institute of Neurological Disorders and Stroke. National Institutes of
Health, Gaucher's Disease information page..

Vpriv® (velaglucerase alfa for injection) Lexington, MA: Shire Human Genetic
Therapies, Inc.; Dec 2020. Revised 07/2024.

Elelyso® (taliglucerase alfa). Prescribing Information. New York, NY: Pfizer Labs.
Jul 2021. Revised 07/2024.

Grabowski GA. Phenotype, diagnosis, and treatment of Gaucher's disease. Lancet.
Oct 4, 2008;372(9645):1263-71.

Cerdelga (eliglustat capsules). Prescribing Information. Waterford, Ireland:
Genzyme Ltd. Revised 01/2024.

Dardis, A., Michelakakis, H., Rozenfeld, P. et al. Patient centered guidelines for the
laboratory diagnosis of Gaucher disease type 1. Orphanet J Rare Dis 17, 442
(2022). https://doi.org/10.1186/s13023-022-02573-6. 12/21/2022

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
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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).

shall in all 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

*Medical Management Requirements
Prior Auth

Potential for Retrospective Review
Retro Review

Not Covered

See SPD

Gaucher’s Disease Type 1 Treatment

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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GLP-1 Receptor Agonists

(prospective)
Type of Policy: Drug Therapy
Prior Approval Date: 08/01/2023
Approval Date: 02/01/2024
Effective Date: 04/01/2025

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 pharmacy benefit
Adlyxin

Ozempic

Rybelsus

Trulicity

Victoza

Mounjaro

Byetta

Bydureon/ Bydureon BCISE

Overview

Glucagon-like peptide-1 receptor agonists (GLP-1) is a class of anti-diabetic medications
that exert their main effect by stimulating glucose-dependent insulin release from the
pancreatic islets. Per current American Diabetic Association guidelines, they are
considered additive therapy to metformin and lifestyle modifications (such as diet and
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exercise). There are specific GLP-1 Receptor Agonists with an indication for weight loss
(rather than Type 2 diabetes) which include Saxenda, Zepbound and Wegovy.

Indications/Criteria

GLP-1 Receptor Agonists may be considered for coverage when the following criteria is
met:

e Documentation of a diagnosis of Type 2 diabetes AND

e Member has a 90 day supply of an antidiabetic medication in the past 180 days
within their claims history or chart notes. Antidiabetic medications include:

Metformin

SGLT-2 Inhibitor (i.e Farxiga, Invokana, Invokamet, Jardiance, Steglatro)
DPP-4 (i.e Janumet, Januvia, Nesina, Onglyza, Tradjenta)

Sulfonylurea (i.e. glimepiride, glipizide, glyburide)

Thiazolidinediones (i.e. pioglitazone)

Basal insulin (i.e. Basaglar, Lantus, Levemir, Semglee, Tresiba)
Regular/Intermediate Insulin (i.e. Novolin R, Humulin R)

Rapid acting insulin (i.e Novolog, Humalog, Fiasp)

Insulin combinations (i.e Novolog Mix, Humalog Mix)

Glucagon

0O O 0O O 0O o O o O O

Initial approval will be for 6 months

Extension requests will be approved up to 12 months if the member continues to meet
the coverage criteria within the policy.

Exclusions

The use of any drugs listed in this policy will not be covered for the following situations:
e GLP-1 agonists that do not have an FDA approved indication for weight loss, will
not be covered for weight loss.
e Medications that are on label for weight loss are subject to the “Weight loss
products” criteria in the Quantity Limits for Prescription Drugs policy.
e Age, dose, frequency outside of FDA approved labeling

References
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1. American Diabetes Association. Diabetes Care; vol 44. Supplement 1; Jan 2021. 9.
Pharmacologic Approaches to Glycemic Treatment: Standards of Medical Care in

Diabetes—2021 (silverchair.com)

2. Glucagon-like peptide 1 based therapies for the treatment of type 2 diabetes
mellitus. September 2022. Up to Date. Glucagon-like peptide 1-based therapies
for the treatment of type 2 diabetes mellitus - UpToDate

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

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

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

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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https://watermark.silverchair.com/dc21s009.pdf?token=AQECAHi208BE49Ooan9kkhW_Ercy7Dm3ZL_9Cf3qfKAc485ysgAAAr0wggK5BgkqhkiG9w0BBwagggKqMIICpgIBADCCAp8GCSqGSIb3DQEHATAeBglghkgBZQMEAS4wEQQME1AEODS4knYjYVoBAgEQgIICcIfsaZhob9CWPOXFtKq1k0EenhQzu4i1-6dorBSAoI-o1EeY4p4bhK8fzr4M25cTq1qZ_b8gluHqbj66M5Iy6iaDtPgyuwuY1G2_fGz336znas0-o96RRepF4LJelbqpjd28LBywJVIfTmqavhuxcUY0kqk8oCGla1vlk3AbRNxnxNzvQdx47WbkMM20DsI27wDh4_EMySkCrBu9GCQwSuZK-XxzOkPhzi19D6h6_7Ry3YfahFBrga1Ay7VpzNZuKDyrVJBc05FBq3Lq2KJbf2etXoHf4hpdfbW7uRlhzJp3wtxR7DbK-lbljD4RlOIbm9JG404NsDFeQl4GLZC8n2bvFvMMnQPHa4GCDDztq8PsDp3IDMGvQYVPREOFgVhfVMmQwxLd9Vo5s_Ywgo0N5SfgPGinZ71Tc2IZ53yN19VNrhPFuDbZNYbabp95dYQ-TU9eNQqPH_9ZbNJxNkoCQj4d6B7g6bvjuLoVHwJ0G185lQx3NpErzP2mWRw-5rLCp-9qXwfqt5JxDPNQrfnZq7oH6oT5voK3Jb1f_-lf2IwaQBjPUiNKfP6EsiyYoJuYuw7fHLha_1NLuLTpkdaPCMcOUVlVSzOWKgWvvgWkSUszhENSjoO91Q6ngmESY8WVh7udOskr3vBpPW5j3NlQiRpfCE-ZMFnq1JfZ5UzuuB4y9wFLDGP5DMyEHT_uSDEDn6_CXzKAMyJSKpBiRdaKSPDu8sAi86lMkMuK9EbDlstQ3bXjiadzdBu64DgLW9WSWvLRBUiVE37oRm6HLbzBN2G_a40UBMTSuFh7gwKUg-RdY2VT7TOEWWFhNv9fOZ4dBQ
https://watermark.silverchair.com/dc21s009.pdf?token=AQECAHi208BE49Ooan9kkhW_Ercy7Dm3ZL_9Cf3qfKAc485ysgAAAr0wggK5BgkqhkiG9w0BBwagggKqMIICpgIBADCCAp8GCSqGSIb3DQEHATAeBglghkgBZQMEAS4wEQQME1AEODS4knYjYVoBAgEQgIICcIfsaZhob9CWPOXFtKq1k0EenhQzu4i1-6dorBSAoI-o1EeY4p4bhK8fzr4M25cTq1qZ_b8gluHqbj66M5Iy6iaDtPgyuwuY1G2_fGz336znas0-o96RRepF4LJelbqpjd28LBywJVIfTmqavhuxcUY0kqk8oCGla1vlk3AbRNxnxNzvQdx47WbkMM20DsI27wDh4_EMySkCrBu9GCQwSuZK-XxzOkPhzi19D6h6_7Ry3YfahFBrga1Ay7VpzNZuKDyrVJBc05FBq3Lq2KJbf2etXoHf4hpdfbW7uRlhzJp3wtxR7DbK-lbljD4RlOIbm9JG404NsDFeQl4GLZC8n2bvFvMMnQPHa4GCDDztq8PsDp3IDMGvQYVPREOFgVhfVMmQwxLd9Vo5s_Ywgo0N5SfgPGinZ71Tc2IZ53yN19VNrhPFuDbZNYbabp95dYQ-TU9eNQqPH_9ZbNJxNkoCQj4d6B7g6bvjuLoVHwJ0G185lQx3NpErzP2mWRw-5rLCp-9qXwfqt5JxDPNQrfnZq7oH6oT5voK3Jb1f_-lf2IwaQBjPUiNKfP6EsiyYoJuYuw7fHLha_1NLuLTpkdaPCMcOUVlVSzOWKgWvvgWkSUszhENSjoO91Q6ngmESY8WVh7udOskr3vBpPW5j3NlQiRpfCE-ZMFnq1JfZ5UzuuB4y9wFLDGP5DMyEHT_uSDEDn6_CXzKAMyJSKpBiRdaKSPDu8sAi86lMkMuK9EbDlstQ3bXjiadzdBu64DgLW9WSWvLRBUiVE37oRm6HLbzBN2G_a40UBMTSuFh7gwKUg-RdY2VT7TOEWWFhNv9fOZ4dBQ

MVP Health Care Medical Policy

¢ 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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Golimumab

Type of Policy: Medical Therapy
Prior Approval Date: 02/01/2024
Approval Date: 11/01/2025
Effective Date: 01/01/2026

Related Policies: Apremilast, Adalimumab, Infliximab, Risankizumab,
Secukinumab, Tofacitinib, Upadacitinib, Ustekinumab,
Ozanimod, Abatacept, Tocilizumab, Certolizumab

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 pharmacy benefit
Simponi SQ (golimumab) is non-preferred under the pharmacy benefit
Drugs Requiring Prior Authorization under the medical benefit

J1602 Simponi Aria (injection, golimumab)

Overview

Golimumab is a TNF-alpha blocker (TNF blocker) available in both intravenous and
subcutaneous formulations. It is FDA approved to treat moderately to severely active
rheumatoid arthritis (RA), psoriatic arthritis (PsA), ankylosing spondylitis (AS), and
polyarticular juvenile idiopathic arthritis (pJIA). Members should be screened for
immunologic and infectious disease prior to initiating therapy.

Page 1 of 7



MVP Health Care Medical Policy

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/formfile.aspx

Indications/Criteria

A. For all indications, Simponi SQ (golimumab) is non-formulary and will only be
considered for pharmacy coverage when:

e Documented failure, contraindication or ineffective response to all
preferred/formulary therapies for the specific indication.

B. For all indications, Simponi Aria (injection, golimumab) may be considered for
medical coverage when:

Must be prescribed for an FDA approved indication AND

Must be ordered by or with consult from a rheumatologist/immunologist AND

Documentation identifies failure of preferred self-administered biologic

therapies to treat the condition AND

Rationale and documentation is provided identifying why member or caregiver is

unable to self-administer AND

Site of Care

a. Per the MVP Health Care Pharmacy Management Programs policy,

Simponi Aria is subject to Site of Care requirements and must be obtained
through a preferred home infusion vendor or contracted provider office.
Prior Authorization and medical justification is required for Simponi Aria
obtained and administered in a non-preferred site of care (i.e. outpatient
hospital setting).

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, CHP
members
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C. Rheumatoid Arthritis
Golimumab may be considered for coverage for Rheumatoid Arthritis when the
above criteria is met AND:

e Member has a diagnosis of moderate to severe active adult RA as defined by
persistent or recurrent symptoms with documented synovitis and morning
stiffness of significant duration to inhibit activities of daily living.

e Chart notes are provided documenting a failure to respond to a three-month
trial of methotrexate at a maximally tolerated dose.

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

o If 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 AND documentation 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.

Initial approval for 6 months.

Extension requests will be approved for 12 months if the member has a continued
benefit to therapy AND there is medical necessity for use of the IV formulation instead
of a self-administered formulation.

Extension requests where Simponi did not have the full desired effect or considered a
clinical failure will require clinical rationale for continuing.

D. Ankylosing Spondylitis
Golimumab may be considered for coverage for Ankylosing Spondylitis when the
above criteria is met AND:
e Member has a diagnosis of moderate to severe AS
e Chart notes documenting failure of at least one NSAID at maximum tolerated
dose AND documented significant clinical symptoms such as fatigue, spinal
pain, arthralgia, inflammation of joints and tendons, morning stiffness
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duration and therapy AND insufficient response to at least one local
corticosteroid injection in patients with symptomatic peripheral arthritis
o For members with pure axial manifestations do not have to have a
trial of nonbiologic disease modifying anti-rheumatic drugs (DMARDs)

Initial approval for 6 months.

Extension requests will be approved for 12 months if the member has a continued
benefit to therapy AND there is medical necessity for use of the IV formulation instead
of a self-administered formulation.

Extension requests where Simponi did not have the full desired effect or considered a
clinical failure will require clinical rationale for continuing.

E. Psoriatic Arthritis
Golimumab may be considered for coverage for Psoriatic Arthritis when the above
criteria is met AND:

e Member has a diagnosis of moderate to severe PsA as defined 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 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 failure 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 (DMARDs)

o 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.

Initial approval for 6 months.

Extension requests will be approved for 12 months if the member has a continued
benefit to therapy AND there is medical necessity for use of the IV formulation instead

of a self-administered formulation.
Extension requests where Simponi did not have the full desired effect or considered a
clinical failure will require clinical rationale for continuing.
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F. Juvenile Idiopathic Arthritis
Golimumab to treat Juvenile idiopathic arthritis will be reviewed on a case-by-case
basis using the American College of Rheumatology recommendations for the
treatment of juvenile idiopathic arthritis.

Initial approval for 6 months.

Extension requests will be approved for 12 months if the member has a continued
benefit to therapy AND there is medical necessity for use of the IV formulation instead
of a self-administered formulation.

Extension requests where Simponi did not have the full desired effect or considered a
clinical failure will require clinical rationale for continuing

Exclusions

The use of Golimumab will not be covered for the following situations:
e Dosing, age, and/or frequency outside of the FDA approved package labeling

e Combination therapy that is not supported by current clinical guidelines
e Diagnosis of Multiple Sclerosis

References
1. Clinical Pharmacology: Golimumab. Revised 09/30/2022. Accessed 01/05/2023

2. Simponi (golimumab) injection, for subcutaneous use. Prescribing information.
Janssen Biotech, Inc. Horsham, PA. Revised 04/2025.

3. Simponi ARIA (golimumab) injection. Prescribing information. Janssen Biotech,
Inc. Horsham, PA. Revised 04/2025.

4. 2018 American College of Rheumatology/National Psoriasis Foundation
Guideline for the Treatment of Psoriatic Arthritis. Arthritis & Rheumatology Vol.
71, No. 1, January 2019, pp 5-32 DOI 10.1002/art.40726. 2018 American College
of Rheumatology&#x002F; National Psoriasis Foundation Guideline for the
Treatment of Psoriatic Arthritis
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5. 2021 American College of Rheumatology Guideline for the Treatment of Juvenile

Idiopathic Arthritis: Therapeutic Approaches for Oligoarthritis,
Temporomandibular Joint Arthritis, and Systemic Juvenile Idiopathic Arthritis.
Arthritis and Rheumatology. Vol 74 No. 4 April 2022, pp553-569. Available at:
https://www.rheumatology.org/Portals/0/Files/ACR-JIA%20Guideline-Oligo-TMJ-

sJIA-EarlyView.pdf

6. Fraenkel et al. 2021 American College of Rheumatology Guideline for the

Treatment of Rheumatoid Arthritis. Arthritis Care & Research Vol. 73, No. 7, July

2021, pp 924-939 DOI 10.1002/acr.24596. Available at: 2021 American College of

Rheumatology Guideline for the Treatment of Rheumatoid Arthritis

(contentstack.io).

7. Ward Michael, Atul Deodhar et al. 2019 Update of the American College of
Rheumatology/Spondylitis Association of America/Spondylosrthritis Research
and Treatment Network Recommendations for the Treatment of Ankylosing
Spondylitis and Nonradiographic Axial Spondyloarthritis. Arthritis and
Rheumatology. Vol 71 (No. 10). October 2019, pp 1599-1613. Available at:
https://www.rheumatology.org/Portals/0/Files/AxialSpA-Guideline-2019.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 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.
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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 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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Medicare Part B: Golimumab

Type of Policy: Medical Therapy
Prior Approval Date: 02/01/2024
Approval Date: 11/01/2024
Effective Date: 01/01/2026

Related Policies: Abatacept, Certolizumab, Infliximab, Risankizumab,
Tocilizumab, Ustekinumab

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.

Drugs Requiring Prior Authorization under the medical benefit

J1602 Simponi Aria (injection, golimumab)

Overview/Summary of Evidence

Golimumab is a TNF-alpha blocker (TNF blocker) available in both intravenous and
subcutaneous formulations. It is FDA approved to treat moderately to severely active
rheumatoid arthritis (RA), psoriatic arthritis (PsA), ankylosing spondylitis (AS), and
polyarticular juvenile idiopathic arthritis (pJIA). Members should be screened for
immunologic and infectious disease prior to initiating therapy.

Indications/Criteria

A. For all indications, Simponi Aria (injection, golimumab) may be considered for
medical coverage when:
e Must be prescribed for an FDA approved indication AND
e Must be ordered by or with consult from a rheumatologist/immunologist AND

Page 1 0of 5



MVP Health Care Medical Policy

e Member has coverage under Medicare Part B and meets the criteria below for a
provider administered drug identified in this policy.

B. Rheumatoid Arthritis
Golimumab may be considered for coverage for Rheumatoid Arthritis when the
above criteria is met AND:
e Member has a diagnosis of moderate to severe active adult RA as defined by
persistent or recurrent symptoms with documented synovitis and morning
stiffness of significant duration to inhibit activities of daily living.

e Chart notes are provided documenting a failure to respond to a three-month
trial of methotrexate at a maximally tolerated dose.

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

o If 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 AND documentation 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.

Initial approval for 6 months.

Extension requests will be approved for 12 months if the member has a continued
benefit to therapy

Extension requests where Simponi did not have the full desired effect or considered a
clinical failure will require clinical rationale for continuing.

C. Ankylosing Spondylitis
Golimumab may be considered for coverage for Ankylosing Spondylitis when the
above criteria is met AND:
e Member has a diagnosis of moderate to severe AS
e Chart notes documenting failure of at least one NSAID at maximum tolerated
dose AND documented significant clinical symptoms such as fatigue, spinal
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pain, arthralgia, inflammation of joints and tendons, morning stiffness
duration and therapy AND insufficient response to at least one local
corticosteroid injection in patients with symptomatic peripheral arthritis
o For members with pure axial manifestations do not have to have a
trial of nonbiologic disease modifying anti-rheumatic drugs (DMARDs)

Initial approval for 6 months.

Extension requests will be approved for 12 months if the member has a continued

benefit to therapy
Extension requests where Simponi did not have the full desired effect or considered a
clinical failure will require clinical rationale for continuing.

D. Psoriatic Arthritis
Golimumab may be considered for coverage for Psoriatic Arthritis when the above
criteria is met AND:

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

Chart notes documenting 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

Chart notes documenting failure 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 (DMARDs)

o 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.

Initial approval for 6 months.

Extension requests will be approved for 12 months if the member has a continued

benefit to therapy
Extension requests where Simponi did not have the full desired effect or considered a
clinical failure will require clinical rationale for continuing.
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E. Juvenile Idiopathic Arthritis

Golimumab to treat Juvenile idiopathic arthritis will be reviewed on a case-by-case
basis using the American College of Rheumatology recommendations for the
treatment of juvenile idiopathic arthritis.

Initial approval for 6 months.

Extension requests will be approved for 12 months if the member has a continued
benefit to therapy

Extension requests where Simponi did not have the full desired effect or considered a
clinical failure will require clinical rationale for continuing

Exclusions

The use of Golimumab will not be covered for the following situations:
e Dosing, age, and/or frequency outside of the FDA approved package labeling

e Combination therapy that is not supported by current clinical guidelines
e Diagnosis of Multiple Sclerosis

References
1. Clinical Pharmacology: Golimumab. Revised 09/30/2022. Accessed 01/05/2023.

2. Simponi ARIA (golimumab) injection. Prescribing information. Janssen Biotech,
Inc. Horsham, PA. Revised 04/2025.

3. 2018 American College of Rheumatology/National Psoriasis Foundation
Guideline for the Treatment of Psoriatic Arthritis. Arthritis & Rheumatology Vol.
71, No. 1, January 2019, pp 5-32 DOI 10.1002/art.40726. 2018 American College
of Rheumatology&#x002F; National Psoriasis Foundation Guideline for the
Treatment of Psoriatic Arthritis

4. 2021 American College of Rheumatology Guideline for the Treatment of Juvenile
|diopathic Arthritis: Therapeutic Approaches for Oligoarthritis,
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MVP Health Care Medical Policy

Gout Treatments

Type of Policy: Drug/Medical Therapy
Prior Approval Date: 08/01/2024
Approval Date: 11/01/2025
Effective Date: 01/01/2026

Related Policies:

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 Prior Authorization (covered under the medical benefit)
J2507 Injection, pegloticase, 1 mg (Krystexxa™)

Drugs Requiring Prior Authorization (covered under the pharmacy benefit)
Colcrys™ (colchicine tablets) if quantity exceeds 2 tablets per day

Gloperba (colchicine oral solution) if quantity exceeds 10mL per day

Mitigare (colchicine capsules) if quantity exceeds 2 capsules per day

Colchicine tablets/capsules if quantity exceeds 2 tablets/capsules per day
Uloric® (febuxostat) tablets (only brand Uloric requires prior authorization)

Overview

Gout is a complex form of arthritis characterized by sudden, severe flares of pain,
redness, and tenderness in joints caused by urate crystals accumulating around the joint,
causing inflammation and intense pain. Urate crystals can form when there are high
levels of uric acid in the blood (hyperuricemia = uric acid levels of >6.8 mg/dL).
Normally uric acid dissolves in the blood and passes through the kidneys into the urine
but sometimes the body either produces too much uric acid, or the kidneys excrete too
little uric acid. There are two different therapies for treating gout; treating the acute
attack and treating hyperuricemia associated with gout. For mild/moderate acute gout,
monotherapy treatment is recommended with one of the following: non-steroidal anti-
inflammatory drugs (NSAIDS), oral colchicine, or systemic corticosteroids. Combination
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therapy can be considered for a severe acute attack. For the treatment of hyperuricemia
associated with gout, it is recommended to start with allopurinol (or probenecid if
adequate renal function and intolerant to allopurinol), febuxostat, and lastly, pegloticase
(Krystexxa).

Colcrys, Gloperba (colchicine): A pain reliever that effectively reduces gout pain that is
generally reserved for patients who cannot take NSAIDs. It is dosed 1.2 mg at first sign
of flare and then 0.6 mg one hour later. Colchicine can cause intolerable side effects
such as nausea, vomiting, or diarrhea. Colchicine may be effective for prophylaxis
against acute flares when beginning urate lowering treatment. Colcrys is also indicated
for familial Mediterranean fever (FMF).

Allopurinol: A xanthine oxidase inhibitor indicated for the management of patients with
signs and symptoms of primary or secondary gout. Dosing for patients with a creatinine
clearance down to 10mL/min is available.

Uloric (febuxostat): A xanthine oxidase inhibitor indicated for the chronic management
of hyperuricemia in patients with gout. It is dosed 40 mg or 80 mg orally once daily
continuously for frequent gouty flares and to prevent complications. Dosing for
patients with a creatinine clearance less than 15mL/min is not available.

Krystexxa (pegloticase): A PEGylated uric acid specific enzyme which works by
catalyzing the oxidation of uric acid to allantoin (an inert, water-soluble purine
metabolite that is readily eliminated by renal excretion) and therefore lowers serum uric
acid. Itis indicated for the treatment of chronic gout (hyperuricemia) in adult patients
who are inadequately controlled with xanthine oxidase inhibitors at the maximum dose
or for whom these drugs are contraindicated. Administered as an 8 mg intravenous
infusion every 2 weeks in a healthcare setting given over at least 120 minutes.

Indications/Criteria

Colcrys (colchicine) will be allowed up to the FDA labeled dose for up to 2 tablets per
day. Gloperba (colchicine oral solution) will be allowed up to the FDA labeled dose for
up to 10mL per day. Doses exceeding 2 tablets per day or 10mL per day for gout will
not be covered. Doses exceeding 2 tablets per day for Familial Mediterranean fever
(FMF) will require prior authorization.

ALL the following criteria must be met for coverage for Uloric (brand febuxostat):
e Recurrent acute gout flares; symptomatic gout with at least 2 gout flares in the
previous 12 months or at least 1 gout tophus or gouty arthritis or radiographic
damage due to gout
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e CrCl >15 mL/min

e Failure of 90-day continuous trial of allopurinol and a trial of generic febuxostat
therapy at the maximum medically appropriate dose or an intolerance to
allopurinol or when treatment with allopurinol is advised against

e Serum uric acid level > 6 mg/dL

e Consideration of cardiovascular health as there is a higher rate of cardiovascular
death associated with febuxostat use in those with cardiovascular disease

ALL the following criteria must be met for coverage for Krystexxa:
e Failure of 90-day continuous trial of each of the following: allopurinol (dosed >
600mg/day) AND Uloric/Febuxostat.

o If either allopurinol or Uloric/febuxostat is contraindicated, failure of a 90-
day continuous trial of probenecid (dosed >500mg twice a day) AND
documentation of specific contraindication to allopurinol and
Uloric/febsuxostat must be submitted in place of a trial.

e Recurrent acute gout flares: symptomatic gout with at least 3 gout flares in the
previous 18 months or at least 1 gout tophus or gouty arthritis

e Serum uric acid level >6 mg/dL

e If not used in combination with methotrexate, documentation 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 Glucose-6-phosphate dehydrogenase (G6PD) Deficiency: Before starting
Krystexxa, patients at higher risk for G6PD deficiency (e.g., those of African and
Mediterranean ancestry) should be screened due to the risk of hemolysis and
methemoglobinemia. Krystexxa is contraindicated in patients with G6PD
deficiency

Initial approval up to 6 months. Continuation of therapy for brand Uloric, and
Krystexxa for up to 12 months may be considered if documentation identifies
improvement in symptoms and uric acid levels are less than 6mg/dL.

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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Exclusions

e Age, dose, frequency of dosing, and/or duration of therapy outside of FDA
approved package labeling
e Uloric/Febuxostat:
e In combination with azathioprine, mercaptopurine, or theophylline
e Used for the treatment of asymptomatic hyperuricemia
e Krystexxa:

e If uric acid level increases to above 6 mg/dL after initiating treatment,
continuation of Krystexxa is not a covered benefit due to an increased risk
of anaphylaxis and infusion reactions particularly when 2 consecutive
levels are observed

o Re-treatment with Krystexxa after stopping treatment for longer than 4
weeks is not covered due to immunogenicity and increased risk of
anaphylaxis and infusion reactions
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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.
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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

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 requirements

© 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

Gout Treatments

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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Government Programs Over-the-Counter (OTC) Drug Coverage
(For Child Health Plus and select Essential Plan Members Only)

Type of Policy: Drug Therapy
Prior Approval Date: 12/01/2023
Approval Date: 12/01/2024
Effective Date: 02/01/2025

Related Policies: Enteral Therapy- New York

Codes: N/A

Overview

Child Health Plus and select Essential Plans cover certain OTC drugs and supplies as
listed in this policy. Coverage for these products will be allowed at a participating
pharmacy.

Indications/Criteria

e Subject to applicable copayment

e Prescription must be filled by a participating pharmacy.

e A prescription for an OTC product described above must be written by a
participating provider

e Coverage of OTC medications and quantities follow the New York State Medicaid
Program Pharmacy Fee Schedule (4.1) for the MVP Medicaid, Child Health Plus
and select Essential Plan products.

e A prescription for an OTC product described below must be written by a
practitioner licensed and authorized to prescribe medications.

e The over-the-counter medications in the following classes are covered for Child
Health Plus and select Essential Plan members:
Enteral Nutrition*
ANALGESIC AND ANTIPYRETIC
ANTACID
ANTI-DIARRHEAL
ANTIHISTAMINE
ANTI-VERTIGO
ARTIFICIAL TEARS AND OCCULAR/ORAL LUBRICANTS
CHRONIC RENAL DISEASE

Government Programs OTC
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COUGH AND COLD
DERMATOLOGICAL

FAMILY PLANNING

FECAL SOFTENER AND LAXATIVE
HEMATINIC

INSULIN

INSULIN, BIOSYNTHETIC HUMAN
PEDICULOCIDE

SMOKING CESSATION AGENTS
VITAMIN/MINERAL

*May require prior authorization per MVP Benefit Interpretation
9Quantity Limits may apply

For detailed information on covered non-prescription/OTC drugs refer to the New

York State Medicaid Pharmacy List of Reimbursable Drugs available at:

https://www.emedny.org/info/formfile.aspx

« Certain over the counter supplies are covered at the pharmacy based on the NYS

Medicaid Pharmacy Services Fee Schedule. Examples of coverage are listed below

and the full list is available at: Pharmacy Fee Schedule.xIs (live.com)

e Contraceptive Condoms
e Diabetic supplies

e Humidifiers/Vaporizers
e Nebulizers and supplies
e Ostomy supplies

e Peak Flow meters

e Spacers
e Incontinence supplies
« Diapers

e Wound dressings
« Enteral supplies
e Breast pumps

Exclusions/Limitations
e Humidifiers and vaporizers are limited to 1 unit per year
e Nebulizers are limited to 1 unit per year. There are no limits
on nebulizer supplies (i.e. masks)
o Peak Flow meters are limited to 1 unit every 6 months
e Spacers are limited to 1 unit every 6 months. There is no limit
to replacement bags for certain products

Government Programs OTC
20f4
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e Requests for OTC products other than those listed as
covered in the subscriber contract will be denied as a non-
covered benefit.

References
1. New York State Medicaid Program Pharmacy Procedure Codes. Version 2022-2.
Pharmacy Procedure Codes.pdf (emedny.org)

2. New York State Pharmacy Fee Schedule October 12, 2022. Accessed on October 27,
2022. Available at: Pharmacy Fee Schedule.xls (live.com)

3. New York State Medicaid Fee-For-Service Program Pharmacy Manual Policy Guidelines.
October 2022; Version 2022-2. Accessed on October 27, 2022. Available at: Pharmacy
Policy Guidelines (emedny.orq)

New York Products

HMO Not Covered
PPO in Plan Not Covered
PPO OOP Not Covered
POS in Plan Not Covered
POS OOP Not Covered

Essential Plan

Covered (exception of some enterals)

MVP Medicaid Managed Care

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

MVP Child Health Plus

Covered (exception of some enterals)

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

Not Covered

MVP Premier

Not Covered

MVP Premier Plus

Not Covered

MVP Premier Plus HDHP

Not Covered

MVP Secure Not Covered
MVP EPO Not Covered
MVP EPO HDHP Not Covered
MVP PPO Not Covered

MVP PPO HDHP

Not Covered

Student Health Plans

Not Covered

ASO See SPD
Vermont Products

POS in Plan Not Covered
POS OOP Not Covered

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.

Government Programs OTC
3of4
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MVP VT HMO

Not Covered

MVP VT Plus HMO

Not Covered

MVP VT HDHP HMO

Not Covered

MVP VT Plus HDHP HMO

Not Covered

MVP Secure

Not Covered

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

shall in all 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

*Medical Management Requirements
Prior Auth

Potential for Retrospective Review
Retro Review

Not Covered

See SPD

Government Programs OTC
40f4

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



V' 4
IMVP

HEALTH CARE

MVP Health Care Medical Policy

Growth Hormone Therapy

Type of Policy: Drug Therapy
Prior Approval Date: 12/01/2024
Approval Date: 11/01/2025
Effective Date: 01/01/2026
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.

Drugs Requiring Prior Authorization (covered under the pharmacy benefit)
Genotropin/Miniquick (somatropin)

Norditropin/Flexpro (somatropin)

Humatrope (somatropin)

Increlex (mecasermin)

Serostim (somatropin)

Zomacton (somatropin)

Omnitrope (somatropin)

Voxzogo (vosoritide)

Sogroya (somapacitan)

Overview

Growth failure may be the result of growth hormone deficiency or primary insulin-like
growth factor-1 (IGF-1) deficiency in children. The administration of growth hormone to
children results in an acceleration in linear growth. Growth hormone deficiency in
children ranges from complete absence of the hormone resulting in severe growth
restriction, to a partial deficiency resulting in slightly short stature. Progressive weight
loss and inappropriate deletion of lean body mass with paradoxical sparing of total
body fat characterize HIV-associated wasting. If this condition is identified early,
alternative treatments can be started, and growth hormone therapy may be avoided.



Voxzogo (vosoritide) is a C type natriuretic peptide (CNP) analog approved for

increasing linear growth in pediatric patients 5 years and older with achondroplasia and
open epiphyses. Achondroplasia is a genetic condition that causes short stature and
disproportionate growth.

Sogroya (somapacitan) is a human growth hormone analog indicated for the treatment

of pediatric patients aged 2.5 years and older who have growth failure due to

inadequate secretion of endogenous growth hormone. It is also indicated for the
replacement of endogenous growth hormone in adults with growth hormone deficiency.

Indications/Criteria

Norditropin/Flexpro, Humatrope, Sogroya, Omnitrope 10mg/1.5ml and Omnitrope

5mg/1.5ml are the preferred agents for appropriate labeled indications and must be
used prior to non-preferred agents unless there is documented failure or
contraindication.

A. For the following indications, the criteria listed in the chart below must be met

in addition to:

e Must be ordered by or with consult from an endocrinologist

e Must have open growth plates

Criteria - all Growth Hormone Chronic Turner Syndrome Prader-Willi IGF-1 Severe
checked Deficiency(children) | Kidney Syndrome Deficiency or
criteria must Disease (children) GH gene
be met for deletion with
coverage. neutralizing
antibodies
(2-18 yrs old)
A. Present Less than 3 Less than 3™ | Less than 5% Less than 3™ Less than 3™
height must percentile percentile percentile percentile percentile
be below the OR OR OR OR OR
amount more than 2 SD more than 2 | more than 2 SD more than 2 SD Standard
specified below 50" percentile | SD below below mid-parental below 50 deviation score
for age/gender 50t height prediction percentile for <-30
percentile age/gender
for
age/gender
B. Growth 10™ percentile or 10t Growth velocity < X
velocity must | greater than 2 SD percentile or | 25% for bone age
be less than below the mean (for greater than | and bone age less

specified for
age/gender

growth velocity)

2 SD below
the mean

than 14 years (for
growth velocity)




(for growth
velocity)

C. Lack of
response to
two different
growth
hormone
provocative
tests defined
as a serum GH
level of less
than 10 ng/ml
in children and
adolescents;
OR lack of
response to
one GH test
AND IGF-Il and
IGF-BP3 levels
more than 2
SD below the
mean for bone
age and
gender..

Normal or
elevated growth
hormone AND
basal IGF-1
standard
deviation score
<-30

D. Genetic
testing

confirming
diagnosis.

GHD = growth hormone deficiency; CRI = Growth restriction due to chronic renal insufficiency in children; TS = Turner’'s Syndrome in children;

PWS = Prader-Willi Syndrome in children; IGF-1 = Severe Primary IGF-1 Deficiency in children.

e For pediatric members with confirmed Prader-Willi syndrome, documentation must
include that the member does not have special risk factors such as severe obesity,
history of respiratory impairment or sleep apnea or unidentified respiratory infection.

Growth hormone therapy is contraindicated in these members.

Initial approval will be up to 12 months. Dose authorization will be based on the
member’s weight and the FDA approved maximum dosing limit for the indication

and the medication.

Extension requests will be up to 12 months. Dose increases require a new prior
authorization request. Dose authorization will be based on the member’s weight
and the FDA approved maximum dosing limit for the indication and the medication.




B. Voxzogo (vosoritide)
e Voxzogo therapy may be considered for coverage when the following criteria is
met:
e Documentation indicating a diagnosis of achondroplasia confirmed through
genetic testing with results significant for a mutation of the GlyArg mutation of
the FGFR3 gene such as ¢.1138G>A or ¢.1138G>C
e Documentation of recent annualized growth velocity (AGV)
e Member is 5 years of age or older
e Must have open growth plates and a current AGV > 1.5cm/year
e Member has not received previous treatment with growth hormone, insulin-like
growth factor 1 or anabolic steroids in the last 6 months
e Member does not have a planned limb lengthening surgery. If the member
had a limb lengthening surgery, it must have occurred at least 18 months
prior to the Voxzogo request

e Must be ordered by or with consult from an endocrinologist, geneticist, or
skeletal dysplasia specialist

Initial requests will be approved up to 6 months. Dose authorization will be based on
the member’s weight and the FDA approved maximum dosing limit for the indication
and the medication

Extension requests will be approved up to 12 months if documentation is provided
indicating all the following:

e The member has open growth plates

e Current AGV > 1.5cm/year and an increase in AGV

e Attestation that the member will not have limb lengthening surgery while take

Voxzogo.

Dose authorization will be based on the member’s weight and the FDA approved
maximum dosing limit for the indication and the medication

C. Small for Gestational Age (SGA)/Intrauterine Growth Restriction (IUGR)

Growth Hormone therapy may be considered for coverage for SGA/IUGR when the
following criteria is met:

e Member's birth weight is less than 10" percentile for gestational age and gender or
birth weight and/or length < - 2 standard deviation score (SDS) (< 3" percentile) for
gestational age and gender

e Member height is <-2.5 SDS at 2 years of age or height is <-2 SDS at age 3 to 4
years of age



Member is at least two years of age and prepubertal at start of therapy
Must be ordered by or with consult from an endocrinologist

Must have open growth plates

Initial approval will be up to 12 months. Dose authorization will be based on the
member’'s weight and the FDA approved maximum dosing limit for the indication
and the medication.

Extension requests will be up to 12 months when documentation of prior height

and current height with dates is provided. Dose authorization will be based on the
member’s weight and the FDA approved maximum dosing limit for the indication

and the medication.

D. Adults with growth hormone deficiency

Growth Hormone therapy for adults with growth hormone deficiency may be
considered for coverage when the following criteria is met:

e Documented diagnosis of growth hormone deficiency of adult onset from
o hypopituitarism/pituitary disease,
o hypothalamic disease,
o pituitary hormone deficiencies (Adrenocorticotripic, thyroid-stimulating
hormone, gonadotropin deficiency, prolactin)
o pituitary surgery,
o radiation, tumor,
o brain injury OR;
o Documented congenital or genetic defect
e Documented low serum insulin-like growth factor-1 (adjusted for age and
gender)
e Lack of response to two separate growth hormone provocative tests
o Defined as a serum GH level <4 mcg/L on the GHRH/arginine test and <
5 mcg/L for the gold standard insulin tolerance test (ITT).
o When GHRH is not available and an ITT is either contraindicated or not
practical in a given patient, the glucagon stimulation test can be used
(criteria defined by GH level <3 mcg/L) OR;
e Members with irreversible hypothalamic-pituitary structural lesions and those
with panhypopituitarism (>3 pituitary hormone deficiencies) and serum IGF-I



levels below the age- and sex-appropriate normal range when off GH therapy for

at least 1 month. These patients should be deemed GH deficient and do not

require further GH stimulation testing.

AND all the following must be met for coverage:

Baseline IGF-1 level required with initial request.
Current IGF-1 required for continuation of therapy.
Must be ordered by an endocrinologist.

Adults with childhood-onset GHD previously treated with GH replacement in
childhood should be retested after final height is achieved and GH therapy
discontinued for at least 1 month to establish their GH status before considering
restarting GH therapy.

Initial approval will be up to 12 months. Dose authorization will be based on the
member’s weight and the FDA approved maximum dosing limit for the indication and
the medication

Extension requests will be up to 12 months and considered if dosing is adjusted to
target an IGF-1 level within the age-adjusted reference range.

E. Adults with AIDS Wasting/Cachexia (Serostim)

Growth Hormone therapy for adults with AIDS Wasting/Cachexia may be considered
for coverage when the following criteria is met:

Documentation of HIV diagnosis and current antiretroviral therapy.
o Member is currently receiving highly active antiretroviral therapy (HAART)
for at least one month with viral load reduced to <10,000 copies/ml.

Must be ordered by physicians specializing in treating HIV patients.

Documented unintentional weight loss of at least 70% from baseline premorbid
weight, or weight and amount that indicates significant weight loss has occurred
(BMI <20kg/m?)and wasting is not the result of an active, HIV-related
opportunistic infection, TB or cancers or other preventable causes of weight loss.
Member should be free from infection for 4-8 weeks before initiation of therapy.

Currently receiving at least 100% of estimated caloric requirement on current
nutritional regimen. Individuals receiving assisted enteral or parenteral nutrition



must be weight stable for at least 2 months or have persistent weight loss despite
such interventions

e Member has a trial, contraindication or intolerance to the following therapies:
cyproheptadine, dronabinol and/or megestrol.

e Documentation that the member does not have the following:

Evidence of Gl bleeding, obstruction, or malabsorption.

Experiencing acute critical illness due to complications following open
heart or abdominal surgery, multiple accidental trauma, or acute
respiratory failure

Active malignancy.

Systemic chemotherapy, interferon, anabolic steroids, or investigational
agents within 30 days. Individuals with documented hypogonadism may
be on replacement therapy with gonadal steroids if this was started at
least 2 months prior.

Diabetes mellitus, diabetic retinopathy, or history of significant glucose
intolerance which for the purposes of the protocol will be defined as a
fasting blood glucose >200 mg/dl.

Initial approval will be limited to a 12-week period at a dose of no more than 6mg/day.

Extension requests will require that the weight has stabilized or there has been no
further weight loss and that the member is currently on antiretroviral therapy.

Exclusions

e Continued therapy for children for growth hormone and insulin-like growth factors
will not be considered medically necessary for any of the following:

1.

No further growth expected, or final height is achieved (final height is not
greater than mid-parental height)

Bone age indicating growth is complete (defined as greater than or equal to
14 years in girls or 16 years in boys) and/or epiphyseal fusion is complete.
Acromegalic changes are possible with the use of pediatric growth hormone
dose in adolescents with fused epiphyseal plates and should be avoided®.
Exceptions are granted if the provider submits radiographic documentation of
open growth plates as required if bone age is greater than 14 years in girls or
16 years in boys.



Renal transplantation (for chronic renal insufficiency)

Height velocity is less than 2cm/year above baseline velocity.

Prescription history or documentation identifies non-compliance with therapy.
Current or predicted height without growth hormone therapy greater than or
equal to mid-parental height

o v AW

In all cases, growth hormone will not be approved in the presence of an active
malignant condition.
1. If Growth Hormone Deficiency (GHD) results from an intracranial tumor,
absence of tumor growth or tumor recurrence must be documented for at
least 6 months prior to therapy initiation

Indication, age, dose, frequency of dosing, and/or duration of therapy outside of
FDA approved package labeling

Growth hormone therapy is not covered for Idiopathic Short Stature due to patients
having normal growth hormone stimulation test results and the limited effectiveness
of growth hormone therapy in ISS

Growth hormone therapy is not covered for any indications other than those listed in
Criteria section above

Growth hormone therapy is not covered for catabolic ilinesses (other than AIDS) or
to improve muscle strength or exercise tolerability.

Growth hormone is not indicated for members in a non-euthyroid state

Treatment with insulin growth factors is not covered for secondary forms of IGF-1
deficiency such as growth hormone deficiency, malnutrition, hypothyroidism, or
chronic treatment with pharmacologic doses of anti-inflammatory steroids.

Insulin growth factors in combination with growth hormone is not covered.

References

1. Nutropin® (somatropin injection). Prescribing Information. South San Francisco,
CA: Genentech Inc,; June 2014.

2. Genotropin® (somatropin injection). Prescribing Information. New York, NY:
Pharmacia & Upjohn Company; Sept 2014.

3. Increlex® (mecasermin injection) Prescribing Information. Brisbane, CA: Tercica,
Incorporated; June 2014.

4. Humatrope® (somatropin for injection). Prescribing Information. Indianapolis, IN:
Eli Lilly and Company; July 2014.

5. Norditropin® (somatropin for injection). Prescribing Information. Princeton, NJ:
Novo Nordisk, Inc.; Sept 2014.

6. Omnitrope® (somatropin for injection). Prescribing Information. Princeton, NJ:
Sandoz; Aug 2014.



7. Serostim® (somatropin for injection). Prescribing Information. Rockland, MA:
EMD Serono, Inc.; Jun 2014

8. Weise, K and Nahata, M. Growth Hormone Use in Children with Idiopathic Short
Stature. The Annals of Pharmacotherapy 1460-1468, September 2004

9. American Association of Clinical Endocrinologists (AACE). (2003). AACE Medical
Guidelines for clinical practice for growth hormone use in adults and children-
2003 Update. Jan/Feb 9(1). ACCE Online: Clinical Info (on-line). Available:
www.aace.com/clin/guides/ghg.htm.

10. Association of Clinical Endocrinologists. American Association of Clinical
Endocrinologists medical guidelines for clinical practice for growth hormone use
in growth hormone-deficient adults and transition patients - 2009 update. Endocr
Pract. 2009 Sep-Oct;15 Suppl 2:1-29. https://www.aace.com/files/growth-
hormone-guidelines.pdf

11. Gelato M, McNurlan M, Freedland E. Role of recombinant human growth hormone
in HIV-associated wasting and cachexia: pathophysiology and rationale for
treatment. Clin Ther. 2007 Nov;29(11):2269-88.

12. GH Deficiency Consensus Workshop Participants. Consensus guidelines for the
diagnosis and treatment of adults with GH deficiency II: a statement of the GH
Research Society in association with the European Society for Pediatric
Endocrinology, Lawson Wilkins Society, European Society of Endocrinology, Japan
Endocrine Society, and Endocrine Society of Australia. European Journal of
Endocrinology (2007) 157 695-700.

13. Cohen P, Rogol AD, Deal CL, Saenger P, Reiter EO, Ross JL, et al. Consensus
Statement on the Diagnosis and Treatment of Children with Idiopathic Short
Stature: A Summary of the Growth Hormone Research Society, the Lawson Wilkins
Pediatric Endocrine Society, and the European Society for Paediatric
Endocrinology Workshop. J Clin Endocrinol Metab (2008); 93:4210-17.

14. Guidelines for Growth Hormone and Insulin-like Growth Factor-I Treatment in
Children and Adolescents: Growth Hormone Deficiency, Idiopathic Short Stature
and Primary Insulin-Like Growth Factor-I Deficiency. Pediatric Endocrine Society.
Horm Res Paediatr. 2016;86(6):361-397 Available at:
https://www.pedsendo.org/education training/healthcare providers/consensus st
atements/assets/FINAL GH CGL.pdf

15. American Association of Clinical Endocrinologists Medical Guidelines for Clinical
Practice for Growth Hormone-Deficient Adults and Transition Patients- 2009
Update. Endocrine Practice Vol 15 (2) Sept/Oct 2009. Available at:
https://journals.aace.com/doi/pdf/10.4158/EP.15.S2.

16. Sogroya (somapacitan-beco) [package insert]. Plainsboro (NJ). Novo Nordisk; July
2025.

Member Product Medical Management Requirements*

New York Products



https://www.ncbi.nlm.nih.gov/pubmed/27884013
https://www.pedsendo.org/education_training/healthcare_providers/consensus_statements/assets/FINAL_GH_CGL.pdf
https://www.pedsendo.org/education_training/healthcare_providers/consensus_statements/assets/FINAL_GH_CGL.pdf
https://journals.aace.com/doi/pdf/10.4158/EP.15.S2

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 Prior Auth

MVP Medicare 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 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 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.
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 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).

© 2026 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.

there is any discrepancy between your Group or Subscriber Contract and a Policy, your Group or Subscriber Contract shall in all cases
overn.




*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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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
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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

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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MVP Health Care Medical Policy

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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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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MVP Health Care Medical Policy

Hemophilia Gene Therapy

Type of Policy: Drug Therapy
Prior Approval Date: 10/01/2024
Approval Date: 07/01/2025
Effective Date: 09/01/2025

Related Policies: Hemophilia Factor

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

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

Drugs Requiring Prior Authorization under the medical benefit
J1411 Hemgenix (injection, etranacogene dezaparvovec-drlb)

J1412 Roctavian (injection, valoctocogene roxaparvovec)

Overview

Hemgenix is an adeno-associated virus vector-based gene therapy indicated for the
treatment of adults with hemophilia B (congenital Factor IX deficiency) who currently
use Factor IX prophylaxis therapy or have current/historical life-threatening hemorrhage
or have repeated serious spontaneous bleeding episodes.

Hemgenix is designed to deliver a copy of a gene encoding the Padua variant of human
coagulation Factor IX (hFIX-Padua). Hemgenix infusion results in cell transduction and
increase in circulating Factor IX activity in patients with Hemophilia B.

Roctavian is an adeno-associated virus vector-based gene therapy indicated for the
treatment of adults with severe hemophilia A (congenital factor VIII deficiency with
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factor VIII activity <11U/dL) without pre-existing antibodies to adeno-associated virus
serotype 5 (AAV5). Roctavian is designed to introduce a functional copy of a transgene
encoding the B-domain deleted SQ form of human coagulation factor VIII (hFVIII-SQ).
Transcription of this transgene occurs within the liver, using the liver-specific promotor,
which results in the expression of hFVIII-SQ. The expressed hFVIII-SQ replaces the
missing coagulation factor VIII needed for effective hemostasis.

Indications/Criteria

A. Hemophilia A

Roctavian may be considered for coverage when ALL of the following criteria is
met:

e Chart notes documenting that member has a confirmed diagnosis of
severe hemophilia A (hereditary factor VIII deficiency with factor VIl
activity <11U/dL)

e Current chart notes documenting the ALL of the following tests:

o No pre-existing antibodies to AAV5 as demonstrated using FDA
approved companion diagnostic

o Negative factor VIl inhibitor titer testing

o Liver function tests [alanine aminotransferase (ALT), aspartate
aminotransferase (AST), gamma-glutamyl transferase (GGT), alkaline
phosphatase (ALP), total bilirubin and international normalized
ration (INR)]

o Ultrasound or laboratory assessments for liver fibrosis

= See Exclusions section
e Provider attestation

o Indicating evaluation for thrombosis and cardiovascular risk factors
has been completed and will be monitored after Roctavian infusion

o For members with pre-existing risk factors for hepatocellular
carcinogenicity (cirrhosis, advanced hepatic fibrosis, hepatitis B or C,
non-alcoholic fatty liver disease (NAFLD), chronic alcohol
consumption, non-alcoholic steatohepatitis (NASH), advanced age),
regular (annual) monitoring liver ultrasounds and alpha-fetoprotein
testing following administration

Roctavian will be approved as a one-time dose. Requests for replacement due to

lost or damaged product will not be covered. Coverage is contingent on eligibility at
the time of infusion.
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B. Hemophilia B

Hemgenix may be considered for coverage when ALL of the following criteria is
met:
e Chart notes documenting that member has a confirmed diagnosis of
moderately severe or severe hemophilia B (hereditary factor IX deficiency)
e Current chart notes documenting the ALL of the following tests:
o Negative factor IX inhibitor titer testing

= [finitial test is positive, there must be documentation of a re-

test within 2 weeks
o Documentation of liver health assessments including:

» Enzyme testing [alanine aminotransferase (ALT), aspartate
aminotransferase (AST), alkaline phosphatase (ALP) and total
bilirubin)

= Hepatic ultrasounds and elastography

e Current chart notes document one of the following:
o Current use of Factor IX prophylaxis OR
o Member has a current or historical life-threatening hemorrhage OR
o Member has had repeated, serious spontaneous bleeding episodes
e Provider attestation
o For members with pre-existing risk factors for hepatocellular
carcinogenicity (cirrhosis, advanced hepatic fibrosis, hepatitis B or C,
non-alcoholic fatty liver disease (NAFLD), chronic alcohol
consumption, non-alcoholic steatohepatitis (NASH), advanced age),
regular (annual) monitoring liver ultrasounds and alpha-fetoprotein
testing following administration
o Transaminase levels will be monitored once per week for 3 months
after administration
o Factor IX activity levels will be monitored regularly after Hemgenix
administration

Hemgenix will be approved as a one-time dose. Requests for replacement due
to lost or damaged product will not be covered. Coverage is contingent on
eligibility at the time of infusion.

Exclusions

e Previous gene therapy treatment
e Member is biologically female
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Indication, age, dose, frequency of dosing, and/or duration of therapy outside of
FDA approved package labeling
Roctavian

o Member has known significant hepatic fibrosis (stage 3 or stage 4 on the
Batts-Ludwig scale or equivalent)
Member has cirrhosis
Member has mannitol hypersensitivity
Active or uncontrolled infection (including chronic active hepatitis B)
Positive test for antibodies to AAV5

o Positive test for factor VIl inhibitors
Hemgenix

o Member has active hepatitis B or C infection

o Member has uncontrolled HIV infection

o Positive initial test and re-test results for human factor IX inhibitors

o O O O

References

1.

U.S Food and Drug Administration. List of Cleared or Approved Companion
Diagnostic Devices (In Vitro and Imaging Tools). Content current as of
08/03/2023. Accessed 08/03/2023. List of Cleared or Approved Companion
Diagnostic Devices (In Vitro and Imaging Tools) | FDA

2. Roctavian (valotocogene roxaparvovec-rvox) suspension for intravenous infusion.
BioMarin Pharmaceutical Inc. Novato CA. August 2023. 78bf2bcb-7068-4774-
b962-a35c53704fc1 source v.pdf (d34r3hkxgxjdtw.cloudfront.net)

3. Hemgenix (etranacogene dezaparvovec-drlb) suspension for intravenous infusion.
CSL Behring LLC. King of Prussia, PA. November 2022. 2022-313 HEMGENIX.indd
(cslbehring.com)

4. HOPE-B: Trial of AMT-061 in Severe or Moderately Severe Hemophilia B Patients
CTG Labs - NCBI. (n.d.). Clinicaltrials.gov. Last updated: 2024-07-30

5.

Member Product Medical Management Requirements*

New York Products

HMO Prior Authorization

PPO in Plan Prior Authorization

PPO OOP Prior Authorization

POS in Plan Prior Authorization

POS OOP Prior Authorization

Essential Plan Prior Authorization

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

Authorization
MVP Child Health Plus Prior Authorization
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https://labeling.cslbehring.com/PI/US/Hemgenix/EN/Hemgenix-Prescribing-Information.pdf
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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 Authorization

MVP Premier

Prior Authorization

MVP Premier Plus

Prior Authorization

MVP Premier Plus HDHP

Prior Authorization

MVP Secure Prior Authorization
MVP EPO Prior Authorization
MVP EPO HDHP Prior Authorization
MVP PPO Prior Authorization

MVP PPO HDHP

Prior Authorization

Student Health Plans

Prior Authorization

ASO

See SPD

Vermont Products

POS in Plan

Prior Authorization

POS OOP

Prior Authorization

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 Authorization

MVP VT Plus HMO

Prior Authorization

MVP VT HDHP HMO

Prior Authorization

MVP VT Plus HDHP HMO

Prior Authorization

MVP Secure

Prior Authorization

ASO

See SPD

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 requirements

© 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
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Not Covered Service is not a covered benefit.
See SPD See Specific Plan Design

Page 6 of 6



V4 |
JIMVP

HEALTH CARE

MVP Health Care Medical Policy

Medicare Part B: Hemophilia Gene Therapy

Type of Policy: Drug Therapy
Prior Approval Date: 10/01/2024
Approval Date: 07/01/2025
Effective Date: 09/01/2025

Related Policies: Hemophilia Factor

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

Refer to relevant CMS LCDs/NCDs/Policy Articles for most up to date Medicare Part B
guidance if available

Drugs Requiring Prior Authorization under the medical benefit
J1411 Hemgenix (injection, etranacogene dezaparvovec-drlb)

J1412 Roctavian (injection, valoctocogene roxaparvovec)

Overview/Summary of Evidence

Hemgenix is an adeno-associated virus vector-based gene therapy indicated for the
treatment of adults with hemophilia B (congenital Factor IX deficiency) who currently
use Factor IX prophylaxis therapy or have current/historical life-threatening hemorrhage
or have repeated serious spontaneous bleeding episodes.

Hemgenix is designed to deliver a copy of a gene encoding the Padua variant of human
coagulation Factor IX (hFIX-Padua). Hemgenix infusion results in cell transduction and
increase in circulating Factor IX activity in patients with Hemophilia B.

Roctavian is an adeno-associated virus vector-based gene therapy indicated for the

treatment of adults with severe hemophilia A (congenital factor VIl deficiency with
factor VIII activity <11U/dL) without pre-existing antibodies to adeno-associated virus
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serotype 5 (AAV5). Roctavian is designed to introduce a functional copy of a transgene
encoding the B-domain deleted SQ form of human coagulation factor VIII (hFVIII-SQ).
Transcription of this transgene occurs within the liver, using the liver-specific promotor,
which results in the expression of hFVIII-SQ. The expressed hFVIII-SQ replaces the
missing coagulation factor VIl needed for effective hemostasis.

Indications/Criteria

A. Hemophilia A

Roctavian may be considered for coverage when ALL of the following criteria is
met:

e Chart notes documenting that member has a confirmed diagnosis of
severe hemophilia A (hereditary factor VIII deficiency with factor VIl
activity <11U/dL).

e Current chart notes documenting the ALL of the following tests:

o No pre-existing antibodies to AAV5 as demonstrated using FDA
approved companion diagnostic

o Negative factor VIl inhibitor titer testing

o Liver function tests [alanine aminotransferase (ALT), aspartate
aminotransferase (AST), gamma-glutamyl transferase (GGT), alkaline
phosphatase (ALP), total bilirubin and international normalized
ration (INR)]

o Ultrasound or laboratory assessments for liver fibrosis

= See Exclusions section
e Provider attestation

o Indicating evaluation for thrombosis and cardiovascular risk factors
has been completed and will be monitored after Roctavian infusion.

o For members with pre-existing risk factors for hepatocellular
carcinogenicity (cirrhosis, advanced hepatic fibrosis, hepatitis B or C,
non-alcoholic fatty liver disease (NAFLD), chronic alcohol
consumption, non-alcoholic steatohepatitis (NASH), advanced age),
regular (annual) monitoring liver ultrasounds and alpha-fetoprotein
testing following administration

Roctavian will be approved as a one-time dose. Requests for replacement due to
lost or damaged product will not be covered. Coverage is contingent on eligibility
at the time of infusion.

B. Hemophilia B
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Hemgenix may be considered for coverage when ALL of the following criteria is
met:
e Chart notes documenting that member has a confirmed diagnosis of
moderately severe or severe hemophilia B (hereditary factor IX deficiency)
e Current chart notes documenting the ALL of the following tests:
o Negative factor IX inhibitor titer testing

= Ifinitial test is positive, there must be documentation of a re-

test within 2 weeks
o Documentation of liver health assessments including:

* Enzyme testing [alanine aminotransferase (ALT), aspartate
aminotransferase (AST), alkaline phosphatase (ALP) and total
bilirubin)

= Hepatic ultrasounds and elastography

e Current chart notes documenting one of the following:
o Current use of Factor IX prophylaxis OR
o Member has a current or historical life-threatening hemorrhage OR
o Member has had repeated, serious spontaneous bleeding episodes
e Provider attestation
o For members with pre-existing risk factors for hepatocellular
carcinogenicity (cirrhosis, advanced hepatic fibrosis, hepatitis B or C,
non-alcoholic fatty liver disease (NAFLD), chronic alcohol
consumption, non-alcoholic steatohepatitis (NASH), advanced age),
regular (annual) monitoring liver ultrasounds and alpha-fetoprotein
testing following administration
o Transaminase levels will be monitored once per week for 3 months
after administration
o Factor IX activity levels will be monitored regularly after Hemgenix
administration

Hemgenix will be approved as a one-time dose. Requests for replacement due
to lost or damaged product will not be covered. Coverage is contingent on
eligibility at the time of infusion.

Exclusions

e Previous gene therapy treatment

e Member is biologically female

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

o Member has known significant hepatic fibrosis (stage 3 or stage 4 on the
Batts-Ludwig scale or equivalent)
Member has mannitol hypersensitivity
Active or uncontrolled infection (including chronic active hepatitis B)
Positive test for antibodies to AAV5

o Positive test for factor VIl inhibitors
Hemgenix

o Member has active hepatitis B or C infection

o Member has uncontrolled HIV infection

o Positive initial test and re-test results for human factor IX inhibitors

o O O

References

1.

U.S Food and Drug Administration. List of Cleared or Approved Companion
Diagnostic Devices (In Vitro and Imaging Tools). Content current as of
08/03/2023. Accessed 08/03/2023. List of Cleared or Approved Companion
Diagnostic Devices (In Vitro and Imaging Tools) | FDA

Roctavian (valotocogene roxaparvovec-rvox) suspension for intravenous infusion.
BioMarin Pharmaceutical Inc. Novato CA. August 2023. 78bf2bcb-7068-4774-
b962-a35c53704fc1 source v.pdf (d34r3hkxgxjdtw.cloudfront.net)

Hemgenix (etranacogene dezaparvovec-drlb) suspension for intravenous infusion.
CSL Behring LLC. King of Prussia, PA. November 2022. 2022-313 HEMGENIX.indd
(cslbehring.com)

HOPE-B: Trial of AMT-061 in Severe or Moderately Severe Hemophilia B Patients
CTG Labs - NCBI. (n.d.). Clinicaltrials.gov. Last updated: 2024-07-30
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Hepatitis C Treatment

Type of Policy: Drug Therapy
Prior Approval Date: 12/01/2023
Approval Date: 12/01/2024
Effective Date: 02/01/2025

Related Policies: NA

Drugs Requiring Prior Authorization (covered under the pharmacy benefit)
Harvoni® (ledipasvir/sofosbuvir) tablets, for oral use and oral pellets
Sovaldi™ (sofosbuvir) tablets, for oral use and oral pellets

Epclusa® (sofosbuvir/velpatasvir) tablets, for oral use and oral pellets
Mavyret™ (glecaprevir/pibrentasvir) tablets, for oral use and oral pellets
Vosevi™ tablets (sofosbuvir/velpatasvir/voxilaprevir)

Peg-Intron® injection, for subcutaneous use (pegylated interferon alpha-2b)
Pegasys® injection, for subcutaneous use (pegylated interferon alpha-2a)
ribavirin

ledipasvir/sofosbuvir

sofosbuvir/velpatasvir

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.
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Overview

An estimated 2.7-3.9 million persons in the Unites States have chronic Hepatitis C virus
(HCV). The course of HCV varies greatly in its course and outcome. Genotype 1, the most
predominant form of HCV in the US, is also associated with lower response rates to
therapy than genotypes 2 and 3.

Preferred Agents:

The following medications below are preferred therapies: Documentation must be
provided to support the use of other treatment regimens.

e Epclusa-Genotypes 1-6
e Harvoni-Genotypes 1,4, 5, 6
e Mavyret-Genotype 1-6
e Vosevi-Genotypes 1-6

Indications/Criteria

The following information must be provided for all drugs:

e Test results identifying HCV-antibody, quantitative HCV PCR level (viral load),
HCV genotype, and fibrosis score must be provided

e Documentation identifying if member is treatment naive or experienced and
previous treatment regimen

e Regimen for initial therapy or retreatment and duration of therapy will be based
on the current American Association for the Study of Liver Disease
(AASLD)/Infectious Disease Society of America (IDSA) guidance for the Testing,
Managing, and Treating Hepatitis C. http://www.hcvguidelines.org/

e Preferred agents based on genotype must be used unless documentation is
provided identifying a contraindication or intolerance

Exclusions

e Use of ribavirin during pregnancy

¢ Indication, age, dose, frequency of dosing, and/or duration of therapy outside of FDA
approved package labeling.

e Use with drugs that are contraindicated per package labeling

e Treatments not supported by the AASLD HCV: Recommendations for Testing,
Managing, and Treating Hepatitis C guidelines
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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

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 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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Hereditary Angioedema

Type of Policy: Drug/Medical Therapy (administered by the pharmacy
department)

Prior Approval Date: 12/01/2024

Approval Date: 07/01/2025

Effective Date: 09/01/2025

Related Policies:

Experimental or Investigational Procedures, Behavioral Health Services, Drugs &
Treatments, Off-Label use of FDA Approved Drugs, Clinical Trials

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 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)
J0598 Cinryze® Injection, C1 esterase inhibitor (human), 10 units. (B/D coverage for

Medicare dependent upon place of service)

J0597 Berinert® Injection, C1 esterase inhibitor (human), 10 units
J1290 Kalbitor® Injection, ecallantide, 1mg

J0596 Ruconest Injection, C1 esterase inhibitor recombinant), 10 units

Drugs Requiring Prior Authorization (covered under the pharmacy benefit)
Firazyr® (icatibant) — self-administered
Haegarda (C1 esterase inhibitor, human) —self administered

Takhzyro (lanadelumab-flyo)- self administered

Overview

Hereditary angioedema (HAE) is a genetic disorder caused by a deficiency or defective
plasma protein C1 inhibitor. HAE is a chronic disease that is associated with acute
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attacks of swelling. Swelling can occur in the face, larynx, gastrointestinal tract, and
limbs. The frequency and severity of attacks can vary significantly.

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

Brand Name Berinert® | Cinryze® Firazyr® | Haegarda | Kalbitor® Ruconest | Takhzyro
Chemical C1 C1 icatibant | C1 ecallantide | C1 Lanadelumab
Name esterase esterase esterase esterase | -flyo
inhibitor inhibitor inhibitor inhibitor
|"dic.a'ti°“ acute prophylaxis | acute prophylaxis | acute acute prophylaxis
specific for abdominal, attacks attacks nonlaryn
HAE .
facial, or geal
laryngeal attacks
attacks
Administration | |\ v SC SC SC v SC
(self (self adm (Provider (self adm
adm only—RX | adm only - only — RX
only — benefit) medical benefit)
RX benefit)
benefit)
Age > 12 years | > 6 years > 18 > 6 years > 12vyears | >13 > 2 years
restrictions years years
Recommended | 20 units/kg | > 12 30mg 60 units/kg | 30mg SC <84kg: |>12years
Dose \Y years SCx1. | SCtwice | xI. 50 300mg SC
1,090 MDD=3 weekly MDD=60m units/kg | every 2 weeks
Units inj/24hrs (every 3 or g/24hrs v Consider
v 4 days) >84 kg: dosing once
every 3 4200 every 4 weeks
or 4 units 1V when
days MDD = member is
6-11 Dinj/24hr attack free for
years > 6 months
509 6-11 years
units IV
Hereditary Angioedema Page 2 of 6
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every 3 150mg SC
or4 every 2 weeks
days
Consider
dosing once
every 4 weeks
when
member is
attack free for
> 6 months
2-5 years
150mg SC
once every 4
weeks
Initial 3 mc?nths 3 months 3 3 months | 3 months | 3 months | 3 months
authorization (1 |nJect|on [1 0 doses months
& subs.equ.ent per visit at | (20 vials) 3 [10 doses (2 dgs.es (2 do§§s [g doses (4
authorizations | racommen | per month doses (3 per month] | per visit) per visit) | vials) per
ded dose). | for > 12 orefilled month].
years] or syringes)
[10 d.oses per RX].
(10 vials)
per month
for 6-11
years

Cinryze, Berinert, Firazyr, Haegarda, Kalbitor, Takhzyro and Ruconest may be considered
for coverage when the following criteria are met:

Ordered by an allergist, immunologist, or hematologist

Indication as listed in the table on page 1 of this policy

Laboratory data provided confirms diagnosis of HAE (i.e.C1-INH activity and

serum complement factor 4 level below the reference range; serum C1q level
within normal reference range)

For short-term prophylaxis therapy, triggers (e.g. surgery, major dental work,
etc.) of attacks have been prophylactically treated appropriately and severe HAE
attacks* persist; OR contraindication (such as pregnancy or lactating) or severe

intolerance to attenuated androgens (e.g. danazol)

Provide family history of angioedema status

Provide current prescription history. (Medications that may trigger or worsen

angioedema and should be avoided are estrogen contraceptives, hormone

replacement therapy, and ACE-Inhibitors)

Hereditary Angioedema
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e For medications indicated for prophylaxis, provider has documented the benefits
of a prophylactic treatment strategy in addition to on-demand treatment
considering individualized member factors OR provider has documented plans
for as-needed use of short-term prophylaxis before medical procedures or other
events at high risk of triggering HAE attacks

e For Cinryze, Ruconest and Berinert

o Site of Care
a. Per the MVP Health Care Pharmacy Management Programs policy,
Cinryze, Ruconest and Berinert are subject to Site of Care requirements
and must be obtained through a preferred home infusion vendor or
contracted provider office. Prior Authorization and medical justification is
required for Cinryze, Ruconest and Berinert obtained and administered in
a non-preferred site of care (i.e. outpatient hospital setting).
=  MVP will allow 60 days after prior authorization approval for
members to transfer to a preferred infusion site.
= This requirement does not apply to MVP Medicare and Medicaid,
CHP members

*Severe attacks are defined as attacks that compromise the airway, compromise
activities of daily living for at least 5 days per month, or last more than 72 hours.

Continued authorization may be provided for Cinryze, Takhzyro and Haegarda if the
number of emergency room visits or hospitalizations due to a severe HAE attack has
diminished.

Continued authorization may be provided for Firazyr, Kalbitor, Ruconest or Berinert
if documentation identifies diminished symptoms, decreased severity of attack, reduced
duration of attacks, and decreased hospitalizations.

Exclusions

e Other types of angioedema are not covered (e.g. allergic, acquired, and
medication-induced)

e More than one acute agent per authorization period

o Refill of medication prior to use of current supply (i.e. stockpiling of medication is
not covered)

e Medications that may trigger or worsen angioedema are currently being
administered

e For Ruconest member with laryngeal attacks

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

Hereditary Angioedema Page 4 of 6



MVP Health Care Medical Policy
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Member Product Medical Management Requirements*
New York Products
HMO Prior Auth
PPO in Plan Prior Auth
PPO OQOP Prior Auth
POS in Plan Prior Auth
POS OOP Prior Auth
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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).

shall in all 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

*Medical Management Requirements
Prior Auth

Potential for Retrospective Review
Retro Review

Not Covered

See SPD

Hereditary Angioedema

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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Hetlioz (tasimelteon)

Type of Policy: Drug Therapy
Prior Approval Date: N/A
Approval Date: 10/01/2025
Effective Date: 01/01/2026

Related Policies

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

Drugs Requiring Prior Authorization under the pharmacy benefit
HETLIOZ® (tasimelteon) capsules, for oral use

HETLIOZLQ ™ (tasimelteon) oral suspension

Overview

Tasimelteon is an agonist at melatonin MT1 and MT: receptors. Although the
mechanism by which tasimelteon exerts its therapeutic effect is unclear, it is thought
that the melatonin MTy and MT, receptors may be involved in the control of circadian
rhythms. Hetlioz capsules are indicated for the treatment of Non-24-Hour Sleep-Wake
Disorder (Non-24) in adults and nighttime sleep disturbances in Smith-Magenis
Syndrome(SMS) in patient 16 years of age or older. Hetlioz LQ is indicated for the
treatment of nighttime sleep disturbances in SMS in pediatric patients 3 years to 15.

Sleep disorders in the United States affect about one-third of the general population
and are defined as a group of conditions that disturb normal sleep patterns. Sleep
disorders can impair overall health, quality of life, and safety. Insomnia is one of the
most prevalent sleep disorders and is defined as difficulty with falling asleep, staying
asleep, sleep consolidation, duration of sleep, and/or quality, that occurs even with
adequate opportunity for sleep, resulting in some form of daytime impairment.
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Hypnotics as well as Cognitive Behavioral Therapy (CBT) are common treatments for a
variety of sleep disorders.

Indications/Criteria

The use of Hetlioz capsules may be medically necessary if all of the following are met:

e Provider attestation indicating that the member does NOT have severe hepatic
impairment
e For Non-24-Hour Sleep-Wake Disorder in adults
o Diagnosis of Non-24-Hour Sleep-Wake Disorder (non-entrained type
circadian rhythm sleep- disorder, free running type)
Member is totally blind
o History (within the last 3 months) of difficulty falling or staying asleep,
daytime sleepiness, or difficulty awakening in the morning
e For Smith-Magenis Syndrome (SMS)
o Diagnosis of Smith-Magenis Syndrome (SMS) with Nighttime Sleep
Disturbances
o Member is 16 years or older

The use of Hetlioz LQ Oral Suspension may be medically necessary if ALL the following
are met:

e Diagnosis of Smith-Magenis Syndrome (SMS) with Nighttime Sleep Disturbances
e Member is 3-15 years of age

Initial Approval will be for 6 months

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

Quantity Limit Exceptions

e Will be reviewed on a case-by-case basis and must meet the MVP
Experimental/Investigational (E/I) Policy for use
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Exclusions

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

Age, dose, frequency of dosing, and/or duration of therapy outside of FDA approved
package labeling
Current drug or alcohol abusers

Use of concomitant medications that can potentiate insomnia including, but not
limited, to CNS stimulants

Combination use with other sleep medications including long-acting
benzodiazepines

Inadequate control of conditions, including initiating or adjusting medication
therapy where appropriate, that may exacerbate insomnia

Use of another hypnotic before completion of current supply

Number of tablets per dose that exceed dose optimization strategies are not
considered medically necessary. (That is, using multiple tablets per dose when there
is an appropriate higher strength available. For example, drug A is available in 10mg
and 20mg. Using 2 tablets of 10mg per dose is not considered medically necessary
since there is a 20mg dose available.)

References

1. Hetlioz (tasimelteon) Prescribing Information. Washington, D.C: Vanda
Pharmaceuticals; Approval 2014. Revised 01/2023

2. Jack D. Edinger, PhD; J. Todd Arnedt, PhD; Suzanne M. Bertisch, MD, MPH.
Behavioral and psychological treatments for chronic insomnia disorder in adults:
an American Academy of Sleep Medicine clinical practice guideline [Internet].
American Academy of Sleep Medicine: Journal of Clinical Sleep Medicine;
10/03/2024

3. Efficacy and Safety of Tasimelteon Compared With Placebo in Totally Blind
Subjects With Non-24-Hour Sleep-Wake Disorder. SET Clinical Trial.
ClinicalTrials.gov ID: NCT01163032 Last Update 10/16/2014
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4. Withdrawal Study to Demonstrate the Maintenance Effect in the Treatment of
Non-24-Hour Sleep-Wake Disorder. RESET Clinical Trial. ClinicalTrials.gov ID:
NCT01430754 Last Update 10/10/2014

5. R.Robert Auger, MD, Helen J. Burgess, PhD, Jonathan S. Emens, MD. Clinical
Practice Guideline for the Treatment of Intrinsic Circadian Rhythm Sleep-Wake
Disorders: Advanced Sleep-Wake Phase Disorder (ASWPD), Delayed Sleep-Wake
Phase Disorder (DSWPD), Non-24-Hour Sleep-Wake Rhythm Disorder (N24SWD),
and Irregular Sleep-Wake Rhythm Disorder (ISWRD). An Update for 2015.
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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
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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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MVP Health Care Medical Policy

Idiopathic Pulmonary Fibrosis

Type of Policy: Drug Therapy
Prior Approval Date: 07/01/2024
Approval Date: 07/01/2025
Effective Date: 09/01/2025

Related Policies: NA

Drugs Requiring Prior Authorization
Pirfenidone tablets

Esbriet (pirfenidone) capsules/tablets
Ofev (nintedanib) capsules

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

Overview

Idiopathic pulmonary fibrosis (IPF) is a chronic, progressive fibrotic interstitial lung disease
of unknown origin. The tissue deep in the lungs becomes thick and scarred, resulting in
an irreversible loss of the tissue's ability to transport oxygen. The most common
symptoms are shortness of breath and cough. As the disease progresses, members can
experience rapid, shallow breathing, unintended weight loss, fatigue or malaise, aching
muscles and joints and clubbing of the fingers or toes. IPF causes the same type of
scarring and symptoms as other lung diseases, making it difficult to diagnose.

Esbriet and Ofev are both indicated for the treatment of IPF. Esbriet is a pyridone with an
unknown mechanism of action. Ofev is a kinase inhibitor, which inhibits multiple receptors
implicated in the pathogenesis of IPF.

Idiopathic Pulmonary Fibrosis



MVP Health Care Medical Policy

Indications/Criteria

Esbriet/Ofev will be considered medically necessary for Idiopathic Pulmonary Fibrosis
when ALL the following criteria are met:

e Documented diagnosis of IPF with HRCT (high resolution computed tomography)
OR pathological lung biopsy
o Must rule out other causes of interstitial lung disease such as domestic
and occupational environmental exposures, connective tissue disease,
drug toxicity and/or infection
e Liver function test prior to initiating treatment indicating AST/ALT and bilirubin
are less than 5x ULN
e Prescribed by or in consultation with a pulmonologist
e FVC greater than or equal to 50% of predicted and a carbon monoxide diffusing
capacity of 30 to 79% of predicted, prior to start of therapy

e For brand name Esbriet, member must have a documented failure of generic
Esbriet (pirfenidone)

Initial coverage will be for 6 months.

For continuation of therapy up to 12 months, documentation must identify
improvement or maintenance of disease (less than a 10% decline in FVC) and LFTs
within allowed bounds.

Ofev will be considered medically necessary for Systemic Sclerosis-Associated
Interstitial Lung Disease (SSc-ILD) when ALL the following criteria are met:
e Confirmed diagnosis of SSc-ILD such as with HRCT (high resolution computed
tomography) AND
e Prescribed by or in consultation with a pulmonologist

Ofev will be considered medically necessary for Chronic Fibrosing Interstitial Lung
Diseases (ILD) with a Progressive Phenotype when ALL the following criteria are met:
e Confirmed diagnosis of Chronic Fibrosing ILD such as with HRCT (high resolution
computed tomography) AND
e Presenting with clinical signs of progression (defined as FVC decline > 10%, FVC
decline > 5% and < 10% with worsening symptoms or imaging, or worsening
symptoms and worsening imaging all in the 24 months prior to screening) AND

Idiopathic Pulmonary Fibrosis
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e Prescribed by or in consultation with a pulmonologist

Initial coverage will be for 6 months.
For continuation of therapy up to 12 months, must identify improvement or
maintenance of disease and LFTs within allowed bounds.

Exclusions

e Dosing, age, and/or frequency outside of the FDA approved package labeling
Esbriet —
o Severe hepatic impairment

Ofev -
o Moderate to severe hepatic impairment

o Pregnancy
LFTs greater than 5x ULN
End stage renal disease requiring dialysis

References

1. ldiopathic Pulmonary Fibrosis: The diagnosis and management of suspected
idiopathic pulmonary fibrosis. National Institute for Health and Care Excellence
(NICE) clinical guidelines. 2013 June.
https://www.nice.org.uk/guidance/cg163/resources/guidance-idiopathic-

pulmonary-fibrosis-pdf

2. Idiopathic Pulmonary Fibrosis. National Heart, Lung and Blood Institute. 2011
September. http://www.nhlbi.nih.gov/health/health-topics/topics/ipf/signs

3. Esbriet (pirfenidone) capsules. Prescribing Information. Brisbane, CA. Genentech
USA, Inc. February 2023.

4. OFEV (nintedanib). Prescribing Information. Ridgefield, CT. Boehringer Ingelheim
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7. Nintedanib for Treating Idiopathic Pulmonary Fibrosis: Technology Appraisal
Guidance [TA379]. 2016 January 27.
https://www.nice.org.uk/guidance/ta379/evidence/review-decision-may-2021-
9135716509?tab=evidence

8. Idiopathic Pulmonary Fibrosis (an Update) and Progressive Pulmonary Fibrosis in
Adults: An Official ATS/ERS/JRS/ALAT Clinical Practice Guideline. Am J Respir Crit
Care Med. 2022 May 1;205(9):e18-e47. doi: 10.1164/rccm.202202-0399ST. PMID:
35486072.

9. Nintedanib for Treating Progressive Fibrosing Interstitial Lung Diseases. National
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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.
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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

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 requirements

© 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

Potential for Retrospective Review
Retro Review

Not Covered

See SPD

Idiopathic Pulmonary Fibrosis

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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Immunoglobulin Therapy

Type of Policy: Medical Therapy
Prior Approval Date: 04/01/2024
Approval Date: 08/01/2025
Effective Date: 10/01/2025

Related Policies: Experimental or Investigational Procedures, Behavioral Health
Services, Drugs & Treatments, Off-Label use of FDA Approved Drugs, Clinical Trials

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

Drugs Requiring Prior Authorization under the medical benefit

Billing Code(s) Medication

J1459 Injection, immune globulin (Privigen), intravenous, non-
lyophilized (e.g. liquid), 500 mg

J1552 Injection, immune globulin (Alyglo), 500 mg

J1554 Injection, immune globulin (Asceniv), 500 mg

J1556 Injection, immune globulin (Bivigam), 500mg

J1555 Injection, immune globulin (Cuvitru)

J1557 Injection, immune globulin, (Gammaplex), intravenous, non-

lyophilized (e.g. liquid), 500mg

J1561 Injection, immune globulin (Gamunex-C, Gammaked),

intravenous, non-lyophilized (e.g. liquid), 500 mg

Immunoglobulin Therapy Page 1 of 12
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J1566 Injection, immune globulin, intravenous, lyophilized (e.g.
powder), not otherwise specified, 500 mg (Only Carimune
NF and Gammagard S/D should be billed using this code)

J1568 Injection, immune globulin, (Octagam), intravenous, non-
lyophilized (e.g. liquid), 500 mg

J1569 Injection, immune globulin, (Gammagard), intravenous,
non-lyophilized, (e.g. liquid), 500 mg

J1572 Injection, immune globulin, (Flebogamma/Flebogamma
DIF), intravenous, non-lyophilized (e.g. liquid), 500 mg

J1559 Injection, immune globulin, (Hizentra), subcutaneous, 100
mg

J1575 Injection, immune globulin, (HyQvia), subcutaneous 100 mg

J1576 Injection, immune globulin,intravenuous, non-lyophilized
(e.g. liquid), not otherwise specified, 500mg (Panzyga)

J1551 Immune globulin (SClg) (Cutaquig), subcutaneous, 100mg

J1558 immune globulin (Xembify), subcutaneous, 100mg

Common Procedure Codes
CPT Codes: 96365, 96366, 96367, 96368, 96374, 96375, 90284

Overview

Intravenous Immunoglobin Therapy (IVIG)

The administration of Intravenous Immunoglobulin Therapy (IVIG) is used to provide
antibodies in people who are susceptible to diseases for which there are no
immunizations or who are immune deficient.

Immune Globulin Subcutaneous (Human)

The administration of Immune Globulin Subcutaneous (Human) is for the treatment of
primary immune deficiency. Immune Globulin Subcutaneous (Human) supplies a broad
spectrum of opsonizing and neutralizing IgG antibodies against a wide variety of
bacterial agents.
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This policy does not address other immunoglobulin preparations that at are used for pre
or post exposure prophylaxis for specific infectious diseases, such as tetanus, rabies,
hepatitis B, or cytomegalovirus.

Indications/Criteria

A. Intravenous Immunoglobulin

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

¢ Intravenous Immunoglobulin is to be administered in the home setting,
with the exception of the first dose, which may be given in a supervised
outpatient setting.

e Documentation must be provided indicating medical necessity for
administering intravenous immunoglobulin in places of service other than
the home.

e [VIG and SCIG must be obtained from a preferred contracted IVIG vendor.

e Please see Medicaid, Child Health Plus and Vermont Variation regarding
place of service and where to obtain.

1. Primary humoral immunodeficiency
Intravenous Immunoglobulin may be considered for coverage for a primary
humoral immunodeficiency when the following criteria is met:

e Member has a documented diagnosis of one of the following
disorders:

Congenital agammaglobulinemia

Common variable immunodeficiency (CVID)

Wiskott-Aldrich Syndrome

X-linked agammaglobulinemia

Severe combined immunodeficiency (SCID)

X-linked hyper-IgM syndrome

O O O O O O
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Documentation of current gamma globulin levels prior to the initial treatment
and identifies deficiency in levels (i.e <500mg/dL).
Requests to maintain level above a trough range of 500-800mg/dL or more
infusions more frequently than every 4 weeks must be submitted with
appropriate supporting documentation.
Documentation that the member demonstrates one of the following:
o Recurrent severe infection and documented severe deficiency or
absence of IgG subclass OR
o Functional deficiency of humoral immunity as evidenced by
documented failure to produce antibodies to specific antigens and a
history of recurrent infections

2. Immune thrombocytopenia purpura (ITP) criteria
Intravenous Immunoglobulin may be considered for coverage for ITP (acute
or chronic) when the following criteria is met:
e Acute ITP (treatment < 5 consecutive days) for the treatment of:
o Management of acute bleeding due to severe
thrombocytopenia (platelet counts less than 30,000/ul; or
To increase platelet counts prior to splenectomy; or
o Severe thrombocytopenia (platelets less than 20,000/microliters)
in members considered at risk for intracerebral hemorrhage.

e Chronic refractory ITP:

o Prior treatment with corticosteroids and splenectomy; and
Duration of illness> 3 months; and
Age of 10 years or older; and
No concurrent illness/disease explaining thrombocytopenia and
Platelet count < 30,000/mcL or
Platelet count <50,000/mcL and significant bleeding symptoms
or rapid increase in platelets is required

0 O O O O

3. Chronic lymphocytic leukemia with associated
hypogammaglobulinemia criteria:
Intravenous Immunoglobulin may be considered for coverage for Chronic
lymphocytic leukemia with associated hypogammaglobulinemia when the
following criteria is met
e |VIG is being prescribed for prophylaxis of bacterial infection AND
e 1gG level is less than 500mg/dL or
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e Documentation of specific antibody deficiency AND the presence or
repeated bacterial infections within the past 12 months.

4. Symptomatic human immunodeficiency virus (HIV)
Intravenous Immunoglobulin may be considered for coverage for HIV
when the following criteria is met:
e Chart notes identifying a HIV diagnosis
e Documentation of recurrent infections
e Documentation of IgG level <500mg/dlI

5. Bone marrow transplant
Intravenous Immunoglobulin may be considered for coverage for bone
marrow transplant when the following criteria is met:

e Member is seropositive for cytomegalovirus (CMV) before
transplantation, or the patient and donor were seronegative and
were undergoing allogeneic transplantation for hematologic
neoplasms.

e Documentation that member has a current IgG level <500mg/dL

e May be covered up to 90 days only.

6. Solid organ transplantation
Intravenous Immunoglobulin may be considered for coverage for solid
organ transplant when the following criteria is met:

e Chart notes identifying of a solid organ transplantation

7. Kawasaki Disease (mucocutaneous lymph node syndrome)
Intravenous Immunoglobulin may be considered for coverage for
Kawasaki Disease the following criteria is met:

e Chart notes identifying a diagnosis of Kawasaki Disease

8. Immune thrombocytopenic purpura in pregnancy.
For Immune thrombocytopenic purpura in pregnancy, Intravenous
immunoglobulin is covered for any of the following:
o Pregnant members who have previously delivered infants
with autoimmune thrombocytopenia
o Pregnant members who have platelet counts less than
50,000/mm?3 during the current pregnancy
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o Pregnant members with past history of splenectomy.

9. Autoimmune mucocutaneous blistering diseases
Intravenous Immunoglobulin may be considered for coverage for
autoimmune mucocutaneous blistering diseases when the following
criteria is met:
e Chart notes identifying that diagnosis has been confirmed by
biopsy and pathology report
e Documentation that the condition is rapidly progressing, extensive
and/or debilitating
e Documentation of a failure of standard therapy (i.e. corticosteroids,
iImmunosuppressant agents)
e Approval will cover short-term use. Maintenance therapy is not a
covered benefit.

10.Scleromyxedema
Intravenous Immunoglobulin may be considered for coverage for
Scleromyxedema when the following criteria is met:
e Documentation of a diagnosis of scleromyxedema

11.Humoral or vascular allograft rejection
Intravenous Immunoglobulin may be considered for coverage for Humoral
or vascular allograft rejection when the following criteria is met:
e Documentation of Humoral or vascular allograft rejection

12.Hemolytic anemia
Intravenous Immunoglobulin may be considered for coverage for
Hemolytic anemia when the following criteria is met:

e Member is 18 years of age or younger

e Chart notes identifying a diagnosis of hemolytic anemia

e Members with hepatomegaly or hepatosplenomegaly will be
considered for coverage on a case-by-case basis

13.Polymyositis and dermatomyositis

Intravenous Immunoglobulin may be considered for coverage for
Polymyositis and dermatomyositis when the following criteria is met:
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e Chart notes identifying that diagnosis is confirmed by objective
test results such as electromyogram (EMG), muscle biopsy, and
blood analysis

e Documentation of a failure, contraindication, adverse effects or
ineffective response to steroids or immunosuppressants

e Documentation that IVIG will be used to decrease the doses of
other drugs that are needed for treatment.

14.Sensitized renal cell transplant
Intravenous Immunoglobulin may be considered for coverage for
Sensitized renal cell transplant when the following criteria is met:
e Chart notes identifying renal cell transplant

15.Stiff-person syndrome
Intravenous Immunoglobulin may be considered for coverage for Stiff-
person syndrome when the following criteria is met:
e Chart notes identifying diagnosis of stiff-person syndrome
e Documentation of inadequate response to first-line treatment
(benzodiazepines/baclofen)

16.Chronic Inflammatory Demyelinating Polyneuropathy (CIDP)
Intravenous Immunoglobulin may be considered for coverage for CIDP
when the following criteria is met:

e Chart notes identifying a diagnosis of CIDP confirmed by
electrodiagnostic studies

e Documentation of progressive or relapsing/remitting disease

e Documentation of moderate to severe functional disability

17.0ther supported diagnoses (such as acute and chronic inflammatory
demyelinating polyradiculoneuropathy (CIDP), Guillain-Barre syndrome,
myasthenia gravis, multifocal motor neuropathy (MMN))
e The request must meet the Experimental/Investigational policy and
if appropriate:
o Documentation of difficulty with venous access for
plasmapheresis; or
o Documentation is provided that other therapy has failed or
is contraindicated such as steroids; or
o Documentation of rapidly progressive disease

Immunoglobulin Therapy Page 7 of 12



MVP Health Care Medical Policy

Initial approval will be up to one treatment every 28-30 days up to 3 months unless
otherwise noted for the diagnosis

Extension requests will be approved up to 6 months if the member has documentation
of ALL the following:
e Current documentation that the member has continued benefit to
therapy
e Current documentation demonstrating objective improvement
e Current documentation of appropriate laboratory reports

B. Subcutaneous Immune Globulin (SCIG): Gammaked, Gammagard, Gamunex-
C, Hizentra, HyQvia, Cutaquig, and Xembify

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

e Member meets the diagnosis criteria above AND subcutaneous IG is indicated
for their diagnosis

e Current documentation indicating that intravenous IVIG is inappropriate

e Documentation that the member has a serum IgA level > 0.05g/L

e Documentation of no known antibodies to IgA

a. Subcutaneous Immunoglobulin is contraindicated for IgA deficient

patients with antibodies against IgA
e Attestation that the member does not have a history of severe systemic
response to immune globulin preparations and
e Subcutaneous immunoglobulin is to be administered in the home setting,
with the exception of the first dose, which may be given in a supervised
outpatient setting.

a. Chart notes must be provided documentation medical necessity for
administering intravenous immunoglobulin in places of service other
than the home.

b. IVIG and SCIG must be obtained from a preferred contracted IVIG
vendor.

e Please see Medicaid, Child Health Plus and Vermont Variation regarding place
of service and where to obtain.
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Initial approval will be up to one treatment every 28-30 days up to 3 months unless
otherwise noted for the diagnosis

Extension requests will be approved up to 6 months if the member has documentation
of ALL the following:
e Current documentation that the member has continued benefit to
therapy
e Current documentation demonstrating objective improvement
e Current documentation of appropriate laboratory reports

Medicaid Variation:

e Members are not required to receive IVIG in the home setting.

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/formfile.aspx

Child Health Plus Variation: Members are not required to receive IVIG in the home
setting.

Vermont Variation: Members are not required to receive IVIG in the home setting

Exclusions

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

e Diagnosis not supported by FDA approved package labeling or “MVP Health Care
Experimental or Investigational Procedures, Behavioral Health Services, Drugs and
Treatments, Off-Label use of FDA approved Drugs, and Clinical Trials” policy
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Manuals Online Medical Library. Retrieved September 28, 2010, from
http://www.merck.com/mmpe/index.html.

Hizentra™, Immune Globulin Subcutaneous (Human), 20% Liquid. Prescribing
information. Kankakee, IL: CSL Behring LLC; January 2015.

Gammaked™, Immune Globulin Subcutaneous (Human), 10% Liquid. Prescribing
information. Research Triangle Park, NC: Grifols Biotherapeutics, Inc.; September
2013.

Centers for Medicare & Medicaid Services. Article for Self-Administered Drug
Exclusion List — Medical Policy Article (A47846). Original Article Effective Date
7/18/2008. Article Revision Effective Date 8/1/2014.

HyQuvia [immune globulin infusion 10% (Human) with Recombinant Human
Hyaluronidase] Solution for subcutaneous administration. Prescribing Information.
Westlake Village, CA: Baxter Healthcare Corporation. April 2016.

Cuvitru [immune globulin subcutaneous (Human), 20% Solution]. Prescribing
Information. Westlake Village, CA: Baxalta US Inc. September 2016.

Gamunex-C [immune globulin injection (Human), 10% caprylate/chromatography purified].
Prescribing Information. Grifols Therapeutics, Inc.; July 2014.

IVIG Toolkit. Eight guiding principles for effective use of IVIG for patients with
primary immunodeficiency [Internet]. Milwaukee (WI): American Academy of Allergy,
Asthma, and Immunology; 2011 Dec [cited 2016 Sep 19]. Available from
http://www.aaaai.org/Aaaai/media/MediaLibrary/PDF%20Documents/Practice%20Re
sources/IVIG-guiding-principles.pdf

Panzyga [immune globulin intravenous, human-ifas 10% liquid preparation].
Prescribing Information. Octapharma USA, Inc. August 2018.

Xembify (immune globulin subcutaneous, human- klhw) 20% solution. Prescribing
Information. Grifols Therapeutics LLC. Research Triangle Park, NC. July 2019.
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15.

16.

17.

18.

19.

20.

21.

https://www.xembify.com/documents/90180901/0/Xembify+Prescribing+Informatio

n+-+2019+-++3054808/9ff0e9a4-1249-4cd7-8b10-3ce50a8fad5d

Cutaquig (immune globulin subcutaneous (human)- hipp_ 16.5% solution.
Prescribing Information. Octapharma. Hoboken, NJ. May 2020.
https://www.fda.gov/media/119234/download

Cutaquig (Immune Globulin Subcutaneous (Human) — hipp) 16.5% solution.
Prescribing Information. Octapharma USA Inc. Hoboken, NJ. November 2021.
Centers for Medicare & Medicaid Services. Local Coverage Determination (LCD) for
Intravenous Immune Globulin (L33610) Original Effective Date 10/01/2015. Revision
Effective Date 01/01/2023.

Centers for Medicare & Medicaid Services. Intravenous Immune Globulin — Policy
Article (A52509) Original Effective Date 10/01/2015. Revision Effective Date:
01/01/2023.

Centers for Medicare & Medicaid Services. Local Coverage Determination (LCD) for
External Infusion Pumps (L33794) Original Effective Date 10/01/2015. Revision
Effective Date 04/01/2023.

Centers for Medicare & Medicaid Services. External Infusion Pumps — Policy Article
(A52507). Original Effective Date 10/01/2015. Revision Effective Date 04/01/2023.
Ortiz JF, Ghani MR, Morillo Cox A, Tambo W, Bashir F, Wirth M, Moya G. Stiff-Person
Syndrome: A Treatment Update and New Directions. Cureus. 2020 Dec
9;12(12):e11995. doi: 10.7759/cureus.11995. PMID: 33437550; PMCID:
PMC7793517.Stiff-Person Syndrome: A Treatment Update and New Directions - PMC

(nih.gov)

Alyglo [package insert]. Teaneck, NJ: GC Biopharma Corp.; Initial U.S.
Approval/Publication Year: 2023. Revised: 12/2023.

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.
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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

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 requirements

© 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

Immunoglobulin Therapy

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: Inmunoglobulin Therapy

Type of Policy: Medical Therapy
Prior Approval Date: 04/01/2024
Approval Date: 08/01/2025
Effective Date: 10/01/2025

Related Policies: Experimental or Investigational Procedures, Behavioral Health
Services, Drugs & Treatments, Off-Label use of FDA Approved Drugs, Clinical Trials

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

Refer to relevant CMS LCDs/NCDs/Policy Articles for most up to date Medicare
Part B guidance if available

Drugs Requiring Prior Authorization under the medical benefit

Billing Code(s) ‘ Medication

J1459 Injection, immune globulin (Privigen), intravenous, non-
lyophilized (e.g. liquid), 500 mg

J1552 Injection, immune globulin (Alyglo), 500 mg

J1554 Injection, immune globulin (Asceniv), 500 mg

J1556 Injection, immune globulin (Bivigam), 500mg

J1555 Injection, immune globulin (Cuvitru)

J1557 Injection, immune globulin, (Gammaplex), intravenous, non-

lyophilized (e.g. liquid), 500mg

J1561 Injection, immune globulin (Gamunex-C, Gammaked),
intravenous, non-lyophilized (e.g. liquid), 500 mg
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J1566 Injection, immune globulin, intravenous, lyophilized (e.g.
powder), not otherwise specified, 500 mg (Only Carimune
NF and Gammagard S/D should be billed using this code)

J1568 Injection, immune globulin, (Octagam), intravenous, non-
lyophilized (e.g. liquid), 500 mg

J1569 Injection, immune globulin, (Gammagard), intravenous,
non-lyophilized, (e.g. liquid), 500 mg

J1572 Injection, immune globulin, (Flebogamma/Flebogamma
DIF), intravenous, non-lyophilized (e.g. liquid), 500 mg

J1559 Injection, immune globulin, (Hizentra), subcutaneous, 100
mg

J1575 Injection, immune globulin, (HyQvia), subcutaneous 100 mg

J1576 Injection, immune globulin,intravenuous, non-lyophilized
(e.g. liquid), not otherwise specified, 500mg (Panzyga)

J1551 Immune globulin (SClg) (Cutaquig), subcutaneous, 100mg

J1558 immune globulin (Xembify), subcutaneous, 100mg

(Common Procedure Codes)
CPT Codes: 96365, 96366, 96367, 96368, 96374, 96375, 90284

Overview/Summary of Evidence

Intravenous Immunoglobin Therapy (IVIG)

The administration of Intravenous Immunoglobulin Therapy (IVIG) is used to provide
antibodies in people who are susceptible to diseases for which there are no
immunizations or who are immune deficient.

Immune Globulin Subcutaneous (Human)

The administration of Immune Globulin Subcutaneous (Human) is for the treatment of
primary immune deficiency. Immune Globulin Subcutaneous (Human) supplies a broad
spectrum of opsonizing and neutralizing IgG antibodies against a wide variety of
bacterial agents.

This policy does not address other immunoglobulin preparations that at are used for pre
or post exposure prophylaxis for specific infectious diseases, such as tetanus, rabies,
hepatitis B, or cytomegalovirus.
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Indications/Criteria

Intravenous Immunoglobulin

e This policy is a supplement to Medicare National Coverage Determinations
(NCDs) and Local Coverage Determinations (LCDs). Refer to the applicable NCD
or LCD at www.cms.gov for the most up to date coverage guidance.

e [VIG and SCIG must be obtained from a preferred contracted IVIG vendor.

Medicare Coverage:

e Please refer to the current coverage guidelines at www.cms.gov.

e |VIG is covered under the Part B benefit in all treatment settings for Primary
Immunodeficiency. Refer to LCD L33610 for Intravenous Immune Globulin and
the accompanying Policy Article A52509 for coverage guidance.

o Conditions not addressed in this policy will be reviewed on a case-by-case
basis and must meet criteria for Experimental & Investigational therapies
for coverage under Part B.

e Part B coverage of subcutaneous immune globulin administered in the home
setting follows Medicare guidance under LCD L33794 for External Infusion
Pumps. Please refer to LCD L33794 and the accompanying Policy Article A52507
for coverage guidance.

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

D benefit.

e Medicare members are not required to receive IVIG in the home setting.

Initial Coverage
Initial coverage period will be for up to 3 months

Extension of Therapy

Continuation of therapy requests must be submitted along with documentation of all
pertinent laboratory reports and objective evidence of improvement. Extensions of
therapies will be for up to 6 months.
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Exclusions

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

References

1.
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National Government Services. Article for Intravenous Immune Globulin (IVIG)
(A52446) — Related to LCD L33394. Original Article Effective Date 10/1/2005. Article
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Bonilla FA, Khan DA, Ballas ZK, et al. Practice parameter for the diagnosis and
management of primary immunodeficiency. J Allergy Clin Immunol.
2015;136(5):1186-205.e1-78.

Scharenberg AM, Hannibal MC, Torgerson TR, et. al., Common variable immune
deficiency overview. (2006). In GeneReviews. Retrieved September 28, 2010, from
http://www.ncbi.nlm.nih.gov/bookshelf/br.fcgi?book=gene&part=cvid.

Centers for Medicare & Medicaid Services. LCD for external infusion pumps (L5044).
Original Determination Effective Date 10/1/1993. Revision Effective Date 1/1/2014.
Available: www.cms.hhs.gov/

Common variable immunodeficiency, severe combined immunodeficiency (SCID),
Wiskott-Aldrich syndrome, and X-linked agammaglobulinemia (n.d.). In The Merck
Manuals Online Medical Library. Retrieved September 28, 2010, from
http://www.merck.com/mmpe/index.html.

Hizentra™, Immune Globulin Subcutaneous (Human), 20% Liquid. Prescribing
information. Kankakee, IL: CSL Behring LLC; January 2015.

Gammaked™, Immune Globulin Subcutaneous (Human), 10% Liquid. Prescribing
information. Research Triangle Park, NC: Grifols Biotherapeutics, Inc.; September
2013.

Centers for Medicare & Medicaid Services. Article for Self-Administered Drug
Exclusion List — Medical Policy Article (A47846). Original Article Effective Date
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HyQvia [immune globulin infusion 10% (Human) with Recombinant Human
Hyaluronidase] Solution for subcutaneous administration. Prescribing Information.
Westlake Village, CA: Baxter Healthcare Corporation. April 2016.

Cuvitru [immune globulin subcutaneous (Human), 20% Solution]. Prescribing
Information. Westlake Village, CA: Baxalta US Inc. September 2016.
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Gamunex-C [immune globulin injection (Human), 10% caprylate/chromatography
purified]. Prescribing Information. Grifols Therapeutics, Inc.; July 2014.

IVIG Toolkit. Eight guiding principles for effective use of IVIG for patients with
primary immunodeficiency [Internet]. Milwaukee (WI): American Academy of Allergy,
Asthma, and Immunology; 2011 Dec [cited 2016 Sep 19]. Available from
http://www.aaaai.org/Aaaai/media/MediaLibrary/PDF%20Documents/Practice%20Re
sources/IVIG-guiding-principles.pdf

Panzyga [immune globulin intravenous, human-ifas 10% liquid preparation].
Prescribing Information. Octapharma USA, Inc. August 2018.

Xembify (immune globulin subcutaneous, human- klhw) 20% solution. Prescribing
Information. Grifols Therapeutics LLC. Research Triangle Park, NC. July 2019.
https://www.xembify.com/documents/90180901/0/Xembify+Prescribing+Informatio
n+-+2019+-++3054808/9ff0e9a4-1249-4cd7-8b10-3ce50a8fad5d

Cutaquig (immune globulin subcutaneous (human)- hipp_ 16.5% solution.
Prescribing Information. Octapharma. Hoboken, NJ. May 2020.
https://www.fda.gov/media/119234/download

Cutaquig (Immune Globulin Subcutaneous (Human) — hipp) 16.5% solution.
Prescribing Information. Octapharma USA Inc. Hoboken, NJ. November 2021.
Centers for Medicare & Medicaid Services. Local Coverage Determination (LCD) for
Intravenous Immune Globulin (L33610) Original Effective Date 10/01/2015. Revision
Effective Date 01/01/2025.

Centers for Medicare & Medicaid Services. Intravenous Immune Globulin — Policy
Article (A52509) Original Effective Date 10/01/2015. Revision Effective Date:
01/01/2025.

Centers for Medicare & Medicaid Services. Local Coverage Determination (LCD) for
External Infusion Pumps (L33794) Original Effective Date 10/01/2015. Revision
Effective Date 01/01/2025.

Centers for Medicare & Medicaid Services. External Infusion Pumps — Policy Article
(A52507). Original Effective Date 10/01/2015. Revision Effective Date 04/01/2023.
Alyglo [package insert]. Teaneck, NJ: GC Biopharma Corp.; Initial U.S.
Approval/Publication Year: 2023. Revised: 12/2023.
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Infertility Drug Therapy (Commercial/Marketplace)

Type of Policy: Drug Therapy
Prior Approval Date: 02/01/2024
Approval Date: 02/01/2025

Effective Date: 04/01/2025

Related Policies:
Infertility (Advanced Services) and In Vitro Fertilization (IVF)
Infertility Basic Services
Fertility Preservation Services

Experimental or Investigational Procedures

Drugs Requiring Prior Authorization (Covered under the pharmacy benefit - see grid
for variations)

e J3355 Bravelle, (Injection, urofollitropin, 75 1U)

e J3490 Cetrotide (cetrorelix acetate for injection)

e J9218 Lupron (Leuprolide acetate, per 1 mg)

e J0725 Pregnyl, Novarel (Injection, chorionic gonadotropin, per 1,000 USP units)
e J3590 Ovidrel

e J3590 Menopur, Repronex (Injection, menotropins, 75 IU)

e J3490 Gonal-F (Injection, follitropin alfa, 75 IU)

e J3590 Follistim AQ (Injection, follitropin beta, 75 1U)

e J3490 Ganirelix (Injection, ganirelix acetate, 250 mcg)

e Clomid, Serophene (oral tablets, clomiphene 50mg)- quantity limit 30 tablets per
30 days. Prior Authorization required only if quantity limit is exceeded.
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Refer to the Medicare Part D formulary for drugs that may be covered under the Part D
benefit.

Overview
MVP Health Care uses guidelines established by the American College of Obstetricians
and Gynecologists, the American Society of Reproductive Medicine, and New York State
Department of Financial Services. Infertility is determined by:
e The inability of opposite-sex partners to_establish a clinical pregnancy after
twelve months of regular, unprotected intercourse; OR
e The inability of opposite-sex partners to establish a clinical pregnancy after six
months of regular, unprotected intercourse a person with internal reproductive
organs thirty-five years of age or older-OR
e The inability of an individual to establish a clinical pregnancy due to sexual
orientation or gender identity.

Indications/Criteria

1. For In-Vitro Fertilization (IVF):
a. If the member’s specific contract/benefit allows for IVF coverage under the
NYS mandate and there is an approved medical case for the procedure,
then please see the In-Vitro-Fertilization (IVF) and Preservation section and
Table 1 within this policy.

2. For Fertility Preservation:

a. If the member’s specific contract/benefit allows for Fertility Preservation
coverage under the NYS mandate and there is an approved medical case
for the procedure then please see the In-Vitro-Fertilization (IVF) and
Preservation section and Table 1 within this policy.

For all other covered procedures (such as Intrauterine Insemination (IUl), timed
intercourse, etc): Limitations for coverage are as follows:

1. Coverage for additional infertility medications that exceed the limits
defined in Table 1 will be considered on a case-by-case basis when the
treating physician submits a revised treatment plan indicating the medical
efficacy of such treatment.
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2. Any drug not identified in this policy that is being used for infertility
requires prior authorization. Off-label requests must meet criteria
identified in the Experimental or Investigational Policy.

Table 1

Drug/Drug Class

Drug Examples

Benefit Requirements

Coverage

Description

HCG (in combination or as
monotherapy),

Pregnyl, Ovidrel,
Novarel

No prior authorization
(s required for up to 9
cycles per pregnancy

Lifetime limit 18 cycles.

No cycle limits for
Fertility Preservation.

Drugs are covered for 9
cycles.

CLOMIPHENE

Clomid, Serophene

No prior authorization
(s required for up to 6
cycles per pregnancy
and within quantity
limit (30 tablets/30
days)

Lifetime limit 12 cycles.

No cycle limits for
Fertility Preservation.

Drugs are covered for 6
cycles.

FSH-CONTAINING
GONADOTROPIN
PREPARATIONS

Bravelle, Gonal-F,
Follistim AQ

Repronex,
Menopur

IVF: Drugs are covered for
a lifetime limit of 3 IVF

is required. Lifetime

IVF: Prior authorization
limit of 3 IVF cycles.

cycles (see IVF variation).
Follistim AQ is the
preferred recombinant
FSH.

Infertility Drug Therapy
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All other covered
procedures: No prior
authorization is
required for up to 9
cycles per pregnancy

No cycle limits for
Fertility Preservation.

Fertility Preservation:
Drugs are covered with an
approved Fertility
preservation medical
procedure case. Follistim
AQ is the preferred
recombinant FSH.

All other covered

procedures: Drugs are
covered for 9 cycles.
Follistim AQ is the
preferred recombinant
FSH.

GnRH antagonists/GnRH
agonists

Antigon/Ganirelix

Lupron/Leuprolide
kit

Cetrotide

IVF: Prior authorization
is required. Lifetime
limit of 3 IVF cycles.

All other covered
procedures: No prior
authorization is

required for up to 9
cycles per pregnancy
No cycle limits for
Fertility Preservation.

IVF: Drugs are covered for
a lifetime limit of 3 IVF
cycles (see IVF Variation).

Fertility Preservation:
Drugs are covered with an
approved fertility
preservation medical
procedure case. Follistim
AQ is the preferred
recombinant FSH.

All other covered
procedures: Drugs are
covered for 9 cycles.

Infertility Drug Therapy
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In-Vitro-Fertilization (IVF) and Fertility Preservation

Indications/Criteria

Effective January 1, 2020 a NYS mandate requires that medications used for In vitro
fertilization (IVF) and fertility preservation are covered by the member’s specific
contract/benefit.

1. IVF coverage applies to members with NY large group commercial insurance who are
renewing their plan

a. Medication coverage for IVF requires a current approved IVF medical
procedure case documented in the member’s file.

b. Medication coverage for IVF is limited to 3 IVF cycles per lifetime. Please
see Table 1 above.

a. Note of cycle completion:

i. Cycles started but not completed count towards the three-
cycle limit.

ii. Cycles paid out of pocket by the member or through another
insurer do not count towards the three-cycle limit.

iii. IVF treatment completed prior to January 1, 2020 do not
count towards the three-cycle per lifetime limit.

2. Fertility Preservation coverage applies to members with a NY individual, small group
or large group policies who are renewing their plan.

a. Medication coverage for fertility preservation requires a current approved
fertility preservation medical procedure case documented in the member’s
file.

b. Please see Table 1 above.

3. ASO variation: Refer to ASO benefit grid for services/medications that may be
covered

Exclusions

e Age, dose, frequency of dosing, and/or duration of therapy outside of FDA
approved package labeling
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e Any drug prescribed in conjunction with any non-covered infertility procedure
per the member's specific benefit, including frozen embryo transfer (FET), IVF,
GIFT, ZIFT program, cycle or treatment

e Invitro fertilization (IVF) and Fertility Preservation are contract dependent. Some
ASO products may have IVF coverage. Please consult the member’s individual plan
description (SPD) regarding ASO group coverage for IVF. If an ASO group has coverage
for IVF, then the coverage criteria described in this policy applies.

o If covered, more than 3 cycles of IVF treatment are excluded

e Any drug prescribed for the treatment of infertility for members who are infertile
due to a voluntary sterilization procedure

o External pump for the administration of infertility drugs other than GnRH will be
considered only on a case-by-case-basis

e Infertility treatments and/or FDA-approved drugs not indicated by the NYS
mandate

« Services, use, day supply exceeding the member’s benefit

e Medications prescribed for an individual who is not a member of MVP
e Advanced services (including medications) for Healthy New York, MVP Medicaid,
contracts. There is no coverage for basic or advanced services for the MVP Child

Health Plus contract.

e Refer to each VT plans COC for coverage.

References

1. State of New York Insurance Law § 7657, Amendment 11723, effective 2003 Jan.
(http://assembly.state.ny.us/leg/?sh=printbill&bn=A11723&term=2001)

2. The Practice Committee of the American Society for Reproductive Medicine. Definitions
of infertility and recurrent pregnancy loss. Fertil Steril 2013; 99(1):63.

Infertility Drug Therapy Page 6 of 9



MVP Health Care Medical Policy

3. Speroff L, Fritz MA. Female infertility. In: Clinical Gynecologic Endocrinology and
Infertility. Seventh ed. Philadelphia: Lippincott Williams & Wilkins; 2005. p. 1013-1067.

4. The Practice Committee of the American Society for Reproductive Medicine. Optimal
evaluation of the infertile female. Fertil Steril 2013; 100(3):631-7.

5. The Practice Committee of the American Society for Reproductive Medicine. Use of
clomiphene citrate in women. Fertil Steril 2013; 100(2): 341-8.

6. The Practice Committee of the American Society for Reproductive Medicine.
Endometriosis and infertility. Fertil Steril 2012; 98(3):591-8.

7. The Practice Committee of the American Society for Reproductive Medicine. Birmingham,
Alabama. Gonadotropin preparations: past, present, and future perspectives. Fertil Steril.
2008 Nov;90(5 Suppl): S13-20.

8. The Practice Committee of the American Society for Reproductive Medicine. Birmingham,
Alabama. Use of exogenous gonadotropins in anovulatory women: a technical
bulletinhttp://www.fertstert.org/article/S0015-0282(08)03300-
1/fulltexthttp://www.fertstert.org/article/S0015-0282(08)03300-1/fulltext Fertil
Steril. 2008 Nov;90(5 Suppl): S7-12.

9. N.Y.Insurance Law § 3216 (13), § 3221 (6) and § 4303 (1990, 2002, 2011)
http://public.leginfo.state.ny.us/

10. Bravelle® (urofollitropin). Prescribing Information. Parsippany, NJ: Ferring
Pharmaceuticals Inc. Feb 2014.

11. Cetrotide® (cetrorelix). Prescribing Information. Rockland, MA: Serono, Inc. Jan 2014.

12. Lupron® (leuprolide acetate). Prescribing Information. North Chicago, IL: Takeda
Pharmaceutical. Oct 2013.

13. Pregnyl® (chorionic gonadotropin). Prescribing Information. Roseland, NJ: Baxter
Pharmaceutical. Apr 2011.

14. Novarel® (chorionic gonadotropin). Prescribing Information. Parsippany, NJ: Ferring
Pharmaceuticals. Jul 2012.

15. Ovidrel® (choriogonadotropin alpha). Prescribing Information. Rockland, MA: Serono,
Inc. Sept 2014.

16. Menopur® (menotropins). Prescribing Information. Parsippany, NJ: Ferring
Pharmaceuticals. Feb 2014.

17. Repronex® (menotropins). Prescribing Information. Terrytown, NY: Ferring
Pharmaceuticals. Oct 2013.

18. Gonal-f® (follitropin alfa). Prescribing Information. Rockland, MA: Serono, Inc. .Jan
2014

19. Follistim® (follitropin beta). Prescribing Information. Whitehouse Station, NJ: Merk &
Co., Inc. Dec 2014.

20. Ganirelix® (Ganirelix acetate). Prescribing Information. Roseland, NJ: Organon. Dec

2013.

21. Clomid® (clomiphene citrate). Prescribing Information. Bridgewater, NJ: Sanofi-Aventis.
Jul 2013.

22. Serophene® (clomiphene citrate). Prescribing Information. Rockland, MA: Serono, Inc.
Feb 2011.
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23. Endometrin®(progesterone). Prescribing Information. Parsippany, NJ: Ferring

Pharmaceuticals Inc. February 2008

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

MVP Child Health Plus

Prior Auth

MVP Harmonious Health Care Plan

Pharmacy benefit carved out to Medicaid FFS

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

Infertility Drug Therapy

Prior Authorization Required
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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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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:
10.14309/ajg.0000000000000152. Accessed: ACG Clinical Guideline: Ulcerative
Colitis in Adults : Official journal of the American College of Gastroenterology |
ACG (lww.com)Centers for Medicare & Medicaid Services. Article for infliximab
(e.g., Remicade™) — Related to LCD L25820) — Medical Policy Article A46764.
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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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Infliximab
Type of Policy: Drug/Medical Therapy
Prior Approval Date: 10/01/2024
Approval Date: 11/01/2025
Effective Date: 01/01/2026
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
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

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

e 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.

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

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

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

e Site of Care

a. 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 or
contracted provider office. Prior Authorization and medical justification is
required for Avsola, Inflectra, Remicade and Renflexis obtained and
administered in a non-preferred site of care (i.e. outpatient hospital
setting).

o MVP will allow 60 days after prior authorization approval for members to
transfer to a preferred infusion site.
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o This requirement does not apply to MVP Medicare and Medicaid, CHP
members

A. Ankylosing Spondylitis

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

e 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

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

o 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

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:

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

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

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
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.

. Plague Psoriasis

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

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

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

Page 4 of 10



MVP Health Care Medical Policy

Infliximab did not have the full desired effect or considered a clinical
failure will require clinical rationale for continuing.

D. Psoriatic Arthritis
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)

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
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
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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

e 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.

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

o If 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 AND

o Documentation 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
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aminosalicylates [e.g. Mesalamine (5-ASA), sulfasalazine], 6-
mercaptopurine, and azathioprine).

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. Immune Checkpoint Inhibitor-Related Diarrhea/Colitis

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

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

o 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 benefit

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

o 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.
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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.

Infliximab
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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

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 requirements

© 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

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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MVP Health Care Medical Policy

Medicare Part B: Infliximab

Type of Policy: Drug/Medical Therapy
Prior Approval Date: 10/01/2024

Approval Date: 11/01/2025

Effective Date: 01/01/2026

Related Policies: Experimental or Investigational Procedures,

Risankizumab, Ustekinumab, Secukinumab

Refer to the MVP website for the Medicare Part D formulary for drugs that may covered
under the Part D 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/Summary of Evidence

Infliximab (Remicade®/Infliximab, Inflectra, Avsola, Renflexis), bind specifically to human
tumor necrosis factor alpha (TNF-a). TNF-atis 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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Indications/Criteria

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

e 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.

A. Ankylosing Spondylitis

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

o 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

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

e Chart notes 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

For the treatment of active moderate to severe Crohn’s disease confirmed by
endoscopy (or capsule endoscopy when appropriate) the following criteria must
be met:
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e If member is <18 years old, Pediatric Crohn's disease requests will be
reviewed on a case-by-case basis OR

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

e Rationale, accompanied by documentation, identifying why the member or
caregiver is unable to self-administer adalimumab.

e If adalimumab is not 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.

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 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 active 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:
e Crucial body areas (e.g. hands, feet, face, neck, scalp, genitals/groin,
intertriginous areas) are affected OR
e At least 10% of the body surface area (BSA) is affected OR
e 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
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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 Infliximab
did not have the full desired effect or considered a clinical failure will
require clinical rationale for continuing.

D. Psoriatic Arthritis

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

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.

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

Chart notes documenting a failure to respond to an adequate trial (at least
3 months of which 2 months is at standard target dose) of at least one of
the following DMARDs: leflunomide, sulfasalazine, or methotrexate.

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

» |f 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 Infliximab did not have

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

E. Rheumatoid Arthritis

e Member has a diagnosis of active moderate to severe 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

e 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.

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

o If the member has a contraindication or significant
intolerance to methotrexate

e Chart notes documenting a failure to respond to at
least one other nonbiologic DMARDs at a
maximally tolerated dose for at least 3 months
AND

e Documentation 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 OR the
member has a significant intolerance or contraindication to methotrexate,
as indicated above.

Initial approval will be for 6 months
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Extension requests will be approved for up to 12 months if the member has a
continued benefit to therapy. Extension requests where 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 active 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).

o If conventional therapy is not 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 6 months

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

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:
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» 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 benefit

Approval will be covered for infliximab 5mg/kg up to a maximum of 2 doses only within
one month.

Exclusions

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

« Indication, age, dose, frequency of dosing, and/or duration of therapy outside
of FDA approved package labeling.

e Members with a known hypersensitivity to murine proteins

e Members with heart failure (NYHA I1l/1V) at doses greater than 5mg/kg

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

Page 2 of 3



MVP Health Care Medical Policy

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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MVP Health Care Medical Policy

Irritable Bowel Syndrome

Type of Policy: Drug Therapy
Prior Approval Date: 12/01/2024
Approval Date: 11/01/2025
Effective Date: 01/01/2026

Related Policies: N/A

Drugs Requiring Prior Authorization
Lotronex (alosetron oral tablet) - brand and generic

Viberzi (eluxadoline oral tablet)

Overview

Irritable bowel syndrome is a common gastrointestinal problem that affects the large
intestine. It causes cramping, bloating and changes in bowel habits. In some people it
manifests as constipation (IBS-C), and others as diarrhea (IBS-D). In some cases, it can
alternate between the two.

Irritable Bowel Syndrome is diagnosed by meeting the Rome IV Diagnostic Criteria:

e Recurrent abdominal pain on average at least 1 day/week in the last 3 months
associated with two or more of the following:

o Symptom improvement with defecation
o Symptom onset associated with a change in frequency of stool
o Symptom onset associated with a change in form (appearance) of stool

Irritable Bowel Syndrome is classified as diarrhea predominant (IBS-D) by the Bristol
Stool Form

Scale:



o Loose or watery stools for > 25% of bowel movements
e Hard or lumpy stools for < 25% of bowel movements

Viberzi® (eluxadoline) is a mu-opioid receptor agonist, indicated in adults for the
treatment of irritable bowel syndrome with diarrhea (IBS-D). It should not be used in
members without a gallbladder, with known or suspected biliary duct obstruction, or
sphincter of Oddi, alcoholism, alcohol abuse, alcohol addiction, or drink more than 3
alcoholic beverages/day, a history of pancreatitis, structural diseases of the pancreas,
including known or suspected pancreatic duct obstruction, severe hepatic impairment
(Child-Pugh Class C), a history of chronic or severe constipation or sequelae from
constipation, or known or suspected mechanical gastrointestinal obstruction disease or
dysfunction.

Lotronex® (alosetron) is a 5-HT3 antagonist used in members of the female sex with
severe IBS-D. It should only be used in members who have been experiencing diarrhea
as their main symptom and have had inadequate response to other treatments.
Alosetron should not be used in members of the male sex as it is seen to be ineffective.
It should not be initiated in members with constipation, used in members with a history
of chronic or severe constipation or sequelae from constipation, intestinal obstruction,
stricture, toxic megacolon, gastrointestinal perforation, and/or adhesions; ischemic
colitis, impaired intestinal circulation, thrombophlebitis, or hypercoagulable state,
Crohn’s disease or ulcerative colitis, diverticulitis, severe hepatic impairment, or use with
concomitant fluvoxamine.

Indications/Criteria

Coverage criteria for all medications in this policy:

e Must be prescribed by or in consultation with a gastroenterologist
e Member must have a diagnosis of IBS, as defined by the Rome 1V criteria, and
sub-classified as diarrhea-predominant IBS (IBS-D) using the Bristol Stool Form
Scale AND
e Use of conventional therapy is not appropriate or one conventional agent was
ineffective
o Conventional therapy includes:
= Antidiarrheal agents (Loperamide)
» Antispasmodics (dicyclomine, hyoscyamine)
= Tricyclic Antidepressants (amitriptyline, nortriptyline, or imipramine)

Additional coverage criteria for alosetron are as follows:




e Diagnosed with severe IBS with symptoms for at least 6 months (with one of
the following present):

AND

o Frequent and severe abdominal pain
o Frequent bowel urgency or fecal incontinence
o Disability or restriction of daily activities due to IBS

e Rule out any anatomic or biochemical abnormalities in Gl tract AND
e Member must be of the biologically female sex AND

For brand Lotronex, members must meet the above criteria AND have had an adverse

reaction or failed therapy with alosetron.

Initial coverage approval will be up to 6 months

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

Exclusions

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

e None of the medications identified in this policy will be covered when used in
combination with one another.

e Viberzi

@)
©)
@)

Concurrent use with narcotic or opioid agents

Members without a gallbladder

Known or suspected biliary duct obstruction, or sphincter of Oddi disease
or dysfunction

Alcoholism, alcohol abuse, alcohol addiction, or drink more than 3
alcoholic beverages/day

A history of pancreatitis; structural diseases of the pancreas, including
known or suspected pancreatic duct obstruction

Severe hepatic impairment (Child-Pugh Class C)

A history of chronic or severe constipation or sequelae from constipation,
or known or suspected mechanical gastrointestinal obstruction

e Alosetron:

©)
@)

Member taking concurrent fluvoxamine
Member with constipation



o History of chronic or severe constipation or sequelae from constipation;
intestinal obstruction, stricture, toxic megacolon, gastrointestinal
perforation, and/or adhesions; ischemic colitis; impaired intestinal
circulation, thrombophlebitis, or hypercoagulable state; Crohn'’s disease or
ulcerative colitis; diverticulitis; severe hepatic impairment
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1.

Lacy BE. Diagnosis and treatment of diarrhea-predominant irritable bowel
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GA: Sebela Pharmaceuticals Inc. Revised 4/2019.
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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







V' 4
JMVP

HEALTH CARE

MVP Health Care Medical Policy

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)

Classified as Confidential


https://www.accessdata.fda.gov/drugsatfda_docs/label/2023/217225s000lbl.pdf

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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MVP Health Care Medical Policy

Jynarque

Type of Policy: Drug Therapy
Prior Approval Date: 02/01/2024
Approval Date: 02/01/2025
Effective Date: 04/01/2025

Related Policies: Genetic and Molecular Diagnostic Testing

Drugs Requiring Prior Authorization (covered under the pharmacy benefit)

Jynarque (tolvaptan oral tablets)

Overview

Tolvaptan is an oral selective vasopressin V2-receptor antagonist. Jynarque is FDA
approved to slow kidney function decline in patients with rapidly progressing autosomal
dominant polycystic kidney disease (ADPKD). For ADPKD, Jynarque requires routine liver
function monitoring and is available through the Jynarque REMs program.

Indications/Criteria

Patient must meet all the following criteria for initiating therapy:
e Prescribed by or in consult with a nephrologist
e Diagnosis of autosomal dominant polycystic kidney disease (ADPKD) confirmed
by ultrasound OR genetic testing if imaging is not available or adequate.
e Total kidney volume (TKV) classification of 1C or higher by Mayo Clinical Imaging
Classification Criteria
e Documentation of eGFR between 25 and 65ml/min/1.73m?.
e Chart notes identifying symptoms of ADPKD (such as hypertension and flank
pain)
Jynarque Page 10f 3



MVP Health Care Medical Policy

e Documentation of the following labs:
o Blood sodium concentration

o ALT

o AST

o Bilirubin

Initial approval will be for a duration of 3 months.

Subsequent extensions for 6 months will be granted if the following are met:
e Documentation of continued monitoring of AST, ALT and bilirubin monthly for
the first 18 months and every 3 months thereafter.
e Documentation of stability of eGFR level above 25 mL/min/1.73 m2
e Documentation that patient has not initiated dialysis

Exclusions
e Age, dose, frequency, outside of the FDA package label.
e Previous history, signs or symptoms of significant liver impairment or injury (not
including uncomplicated polycystic liver disease).
e Combination use with strong CYP3A inhibitors
¢ Inability to sense or respond to thirst
e Uncorrected abnormal blood sodium concentrations, hypovolemia
e Urinary outflow obstruction
e Anuria
e Members who have progressed to end-stage renal disease.

References

1. Jynarque (tolvaptan tablets for oral use) [prescribing information]. Tokyo, Japan.
Otsuka Pharmaceutical Co.
Available at: https://www.otsuka-
us.com/sites/g/files/ghldwo2966/files/media/static/JYNARQUE-PI.pdf

2. Ravine D, Gibson RN, Walker RG, Sheffield LJ, Kincaid-Smith P, Danks DM.
Evaluation of ultrasonographic diagnostic criteria for autosomal dominant
polycystic kidney disease 1. Lancet. 1994;343(8901):824-827.

3. Belibi FA, Edelstein CL. Unified ultrasonographic diagnostic criteria for polycystic
kidney disease. J Am Soc Nephrol. 2009;20(1):6-8

Member Product Medical Management Requirements*
New York Products
HMO Prior Auth
PPO in Plan Prior Auth
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MVP Health Care Medical Policy

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).

shall in all 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

*Medical Management Requirements
Prior Auth

Potential for Retrospective Review
Retro Review

Not Covered

See SPD

Jynarque

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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Lebrikizumab

Type of Policy: Drug Therapy

Prior Approval Date: N/A

Approval Date: 10/01/2025

Effective Date: 11/01/2025

Related Policies: Dupixent, Upadacitinib

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

Drugs Requiring Prior Authorization under the pharmacy benefit

Ebglyss (lebrikizumab)

Overview

Lebrikizumab (Ebglyss) is a human IgG4 monoclonal antibody that is an interleukin-13
antagonist. It is indicated for the treatment of moderate-to-severe atopic dermatitis
(eczema) in adults and pediatric patients 12 years and older weighing at least 40 kg
whose disease is not adequately controlled with other topical prescription therapies or
when use of those therapies is not advised.

Indications/Criteria

A. Moderate to Severe Atopic Dermatitis

Ebglyss may be considered for moderate to severe atopic dermatitis when the
following criteria is met:
e 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).
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e Must have at least 10% BSA involvement at baseline documented in chart
notes
e Chart notes documenting that symptom control has not been achieved
with one of the following after an adequate trial:
o Medium or high potency topical corticosteroids OR
o Topical calcineurin inhibitors (i.e. tacrolimus ointment, pimecrolimus
cream)
e 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.

Exclusions

The use of Ebglyss 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 with another monoclonal antibody is not a covered
benefit

References

1. Lebrikizumab (Ebglyss). In: Clinical Pharmacology [database on the Internet].
Tampa (FL): Elsevier. 2025 [July 23, 2025]. Available from:
www.clinicalpharmacology.com. Subscription required to view.

2. Ebglyss [package insert]. Indianapolis, IN: Eli Lilly and Company; Revised May
2025.

Member Product Medical Management Requirements*
New York Products
HMO Prior Auth
PPO in Plan Prior Auth
PPO OOP Prior Auth
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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 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
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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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Lenmeldy
Type of Policy: Medical Therapy (administered by the pharmacy department)
Prior Approval Date: 06/01/2024
Approval Date: 08/01/2025
Effective Date: 10/01/2025
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

J3391 Lenmeldy (Atidarsagene Autotemcel)

Overview

Lenmeldy is an autologous hematopoietic stem cell-based gene therapy indicated for
the treatment of children with pre-symptomatic late infantile (PSLI), pre-symptomatic
early juvenile (PSEJ) or early symptomatic early juvenile (ESEJ) metachromatic
leukodystrophy (MLD). MLD is a rare, autosomal recessive, life-limiting lysosomal
storage disease. It is caused by mutations in the arylsulfatase A (ARSA) gene or
sphingolipid activator protein B (SAPB) gene which leads to accumulation of sulfatides
throughout the body. Sulfatides accumulation is toxic to the nervous system and leads
to gait abnormalities, speech regression, functional loss, cognitive loss, and seizures.
Atidarsagene autotemcel is intended for one time administration to add functional
copies of the ARSA gene into the patient's own hematopoietic stem cells (HSCs).

Indications/Criteria

Metachromatic Leukodystrophy
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Lenmeldy may be considered for coverage when:

e Member has a confirmed diagnosis of pre-symptomatic late infantile (PSLI) or
pre-symptomatic early juvenile (PSEJ) or early symptomatic early juvenile (ESEJ)
metachromatic leukodystrophy (MLD). Diagnosis is confirmed by:

o Genetic confirmation of mutation in ARSA gene
o Biochemical testing
= Sulfatase enzyme activity
» Urinary sulfatide excretion
o Brain MRI
* An MRI can show the presence and absence of myelin. Brain injury
accumulates as the disease progresses. An initial MRI in pediatric
members can appear normal. Pediatric cases with an initial normal
MRI will be reviewed on a case-by-case basis.

e Prescribed by or in consultation with Neurologist or Geneticist

e Chart notes documenting that the member does not have liver or renal
impairment which is documented with current renal and liver function tests

e Documentation that the member will not receive live vaccines 6 weeks prior to
myeloablative conditioning for Lenmeldy and until hematological recovery
following treatment with Lenmeldy

e For female members, a negative serum pregnancy test must be confirmed

e Provider confirmation that member will not use prophylactic HIV anti-retroviral
medications at least one month prior to mobilization or for the expected
direction of time needed for the elimination of the medications.

o Note: Anti-retroviral medications may interfere with the manufacturing of
Lenmeldy

o Note: if a child requires anti-retrovirals for HIV prophylaxis, initiation of
Lenmeldy treatment should be delayed until confirmation of a negative
test for HIV.

e Treatment centers administering Lenmeldy must be appropriately certified to do
so. Please see link for treatment centers: LENMELDY(TM) (atidarsagene
autotemcel) — Now Available

e Provider confirmation that the manufacturer requirement for a collection of
unmanipulated back-up CD34* cells of at least 2.0 x 106 CD34* cells/kg is met

e Provider confirmation that full myeloablative conditioning would occur prior to
Lenmeldy administration

e Chart notes documenting that the member has a current negative screening for
the following: HIV-1, HIV-2, HBV, HCV, HTLV-1, HTLV-2, CMV and mycoplasma
infection. Documentation must indicate that the member does not have active
HIV-1, HIV-2, HBV, HCV, HTLV-1, HTLV-2, CMV and mycoplasma infection.
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Current documentation that the member does not have any active bacterial, viral,
fungal, or parasitic infection(s)

Lenmeldy will be approved as a one-time dose within 6 months. Requests for
replacement due to lost or damaged product will not be covered. Coverage is
contingent on eligibility at the time of infusion.

Exclusions

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

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

Diagnosis of late juvenile metachromatic leukodystrophy (MLD).

Members with renal impairment

Members with hepatic impairment

Member has been previously treated with Lenmeldy

Member is pregnant or planning to become pregnant

Member has tested positive for or has active HIV-1, HIV-2, HBV, HCV, HTLV-1,
HTLV-2, CMV and mycoplasma infection

Members with active bacterial, viral, fungal, or parasitic infections

Use in combination with other autologous genome edited hematopoietic stem
cell-based gene therapies

References

1.

2.

Lenmeldy suspension for intravenous infusion. Orchard Therapeutics. Boston, MA.
Revised March 2024. USPI final 3-18-24.pdf (orchard-tx.com)

Metachromatic Leukodystrophy. The Cleveland Clinic. Revised February 6, 2023.
Accessed April 23, 2024. Metachromatic Leukodystrophy: What It Is, Causes &
Symptoms (clevelandclinic.org)

Metachromatic Leukodystrophy. National Organization for Rare Disorders.
Reviewed March 18, 2024. Accessed April 23, 2024. Metachromatic
Leukodystrophy - Symptoms, Causes, Treatment | NORD (rarediseases.org)
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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 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.

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.

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
auth requirements are the same as listed for HMO).

products are the same as the base product (e.g. HDHP 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 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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Medicare Part B: Lenmeldy

Type of Policy: Medical Therapy (administered by the pharmacy department)
Prior Approval Date: 06/01/2024

Approval Date: 08/01/2025

Effective Date: 10/01/2025

Related Policies: Medicare Part B: 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

J3391 Lenmeldy (Atidarsagene Autotemcel)

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

Refer to relevant CMS LCDs/NCDs/Policy Articles for most up to date Medicare Part B
guidance if available.

Overview

Lenmeldy is an autologous hematopoietic stem cell-based gene therapy indicated for
the treatment of children with pre-symptomatic late infantile (PSLI), pre-symptomatic
early juvenile (PSEJ) or early symptomatic early juvenile (ESEJ) metachromatic
leukodystrophy (MLD). MLD is a rare, autosomal recessive, life-limiting lysosomal
storage disease. It is caused by mutations in the arylsulfatase A (ARSA) gene or
sphingolipid activator protein B (SAPB) gene which leads to accumulation of sulfatides
throughout the body. Sulfatides accumulation is toxic to the nervous system and leads
to gait abnormalities, speech regression, functional loss, cognitive loss, and seizures.
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Atidarsagene autotemcel is intended for one time administration to add functional
copies of the ARSA gene