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MVP Health Care Medical Policy 

Abatacept 

 

Type of Policy:  Medical Therapy 

Prior Approval Date: 02/01/2023 

Approval Date:  02/01/2024 

Effective Date:  04/01/2024 

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 IV) 

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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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. Prior Authorization 

and medical justification is required for Abatacept IV (Orencia) 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 

 

C. Rheumatoid Arthritis 

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

criteria is met AND:  
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 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 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. 

E. Psoriatic Arthritis 
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Abatacept 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 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 

 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 is met 

AND documentation that the member is undergoing hemotopoietic 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. 

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

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

 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 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. 
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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  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 

♦ 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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MVP Health Care Medical Policy 

Medicare Part B: Abatacept 

 

Type of Policy:  Medical Therapy 

Prior Approval Date:  11/01/2023 

Approval Date:  02/01/2024 

Effective Date:  04/01/2024 

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 IV) 

 

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:  

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

 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 is met AND:  

 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 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. 
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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 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 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 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 

 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 is met 

AND documentation that the member is undergoing hemotopoietic 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: 

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

 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 10/2023. 

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 
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MVP Health Care Medical Policy 

ACL Inhibitors 

 

Type of Policy:  Drug Therapy  

Prior Approval Date:  08/01/2023   

Approval Date:   08/01/2024   

Effective Date:  10/01/2024 

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 (MI) 

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. 

 

 

Ezetimibe reduces blood cholesterol by inhibiting the absorption of cholesterol by 

targeting Niemann-Pick C1-Like 1 (NPC1L1) in the small intestine.2 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 

o If adjunct statin therapy is not considered medically appropriate, documentation 

of a contraindication to all statins must be provided OR 

o 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  

ii. Muscle pain with a CK>5 x ULN  

iii. 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   

● Member has a history of ASCVD (must have one of the following): 



o MI, 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:  

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 

 High potency statins include atorvastatin 40 mg, 80 mg, and 

rosuvastatin 20 mg, 40 mg 

 Member must be adherent with 3 months of high-intensity statin and 

ezetimibe therapy 

 Claims history will be used to verify adherence 

 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) 

● 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 

 

● 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 

 High potency statins include atorvastatin 40 mg, 80 mg, and 

rosuvastatin 20 mg, 40 mg 

 Member must be compliant with 3 months of high-intensity statin 

and ezetimibe therapy 

 Claims history will be used to verify compliance 

 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. 

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 

● Member continues to receive concomitant maximally tolerated statin therapy 

AND 

● Member continues to demonstrate adherence with ACL inhibitor, statin therapy, 

and lifestyle modifications. Claims history will be used to verify compliance AND 

● Current documentation demonstrates the member has had a reduction or 

maintained a reduction in LDL-C from baseline OR 

● Reduction below the goal LDL-C level of  ≤70 mg/dL for ASCVD or 100 mg/dL for 

heterozygous FH 

 

 

 

Exclusions 

 

● 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 

● Nexlizet: moderate to severe hepatic impairment  
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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 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 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 

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 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 

♦ 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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MVP Health Care Medical Policy 

Baricitinib 

 

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

Prior Approval Date:  
 

 NA 

Approval Date:  04/01/2024 

Effective Date:  06/01/2024 

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:  

 

• 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  

• 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.  

• Chart notes are provided documenting a failure, contraindication, intolerance 

or ineffective response to all preferred/formulary therapies and must include 

TNF inhibitor.  

 

Initial approval 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 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:  
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o Prescribed by or in consultation with a dermatologist 

o Chart notes documenting a diagnosis of severe alopecia areata 

o Chart notes documenting that other causes of hair loss have been ruled 

out 

o Chart notes documenting a failure of another systemic therapy such as 

corticosteroids,  methotrexate, prednisone and/or cyclosporine 

o Member’s current episode of alopecia areata has lasted ≥ 6 months 

o Member  has a ≥ 50% scalp hair loss 

 

 

Initial approval for 6 months 

Extension requests will be approved for up to 12 months if 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.  

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

2024.  

3. Olumiant. Prescribing Information. Eli Lilly and Company. September 2022.  

https://www.niams.nih.gov/health-topics/alopecia-areata
https://www.niams.nih.gov/health-topics/alopecia-areata
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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.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 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 products are the same as the base product (e.g. HDHP HMO 

auth requirements are the same as listed for HMO). 

https://www.aad.org/public/diseases/hair-loss/types/alopecia/treatment
https://www.aad.org/public/diseases/hair-loss/types/alopecia/treatment
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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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MVP Health Care Medical Policy 

CAR-T Cell Therapy 

 

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

Prior Approval Date:  11/01/2023 

Approval Date:   07/01/2024 

Effective Date:   09/01/2024 

 

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) 

 

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 Immunotherapy approved by 

the FDA, followed by Yescarta (axicabtagene ciloleucel) Tecartus (brexucabtagene 

autoleucel) Breyanzi (lisocabtagene maraleucel) and Abecma (idecabtagene vicleucel).  
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All products are available through a restricted REMS (Risk Evaluation and Mitigation 

Strategy) program. 

 

1. Kymriah 

Kymriah may be considered for coverage when ALL of the following criteria are met (1,3, 5, 

7): 

• 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 lymphoma (DLBC) not otherwise specified, 

high-grade B-cell lymphoma 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 
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• Documentation that the memberhas 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 (2,4, 6, 

8): 

• 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 lymphoma 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: 

http://www.nccn.org/
https://www.us.kymriah.com/treatment-center-locator
https://www.us.kymriah.com/treatment-center-locator
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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 

• Member is 18 years of age or older 

• Documentation that member will receive cyclophosphamide and fludarabine on 

the fifth, fourth and third day before infusion of Yescarta 

• Documentation that member has been screened for HBV, HCV and HIV before 

collection of cells for manufacturing 

• 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 

• ECOG score ≤ 2 

• 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 

• Current documentation that cardiac ejection fraction is ≥50% 

• Current documentation that absolute lymphocyte count is ≥100 cells/mcL 

• Provider attestation that Yescarta will be infused within 1 year 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  

• 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 

 

• Prescribed by or in consultation with an oncologist 

• 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 

http://www.nccn.org/
https://www.yescartahcp.com/2l-large-b-cell-lymphoma/authorized-treatment-centers
https://www.yescartahcp.com/2l-large-b-cell-lymphoma/authorized-treatment-centers
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rituximab) and a Bruton tyrosine kinase inhibitor (BTKi such as ibrutinib or 

acalabrutinib).  

• 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).  

• Member is 18 years of age or older 

• 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.  

• Documentation that the member will receive cyclophosphamide and fludarabine 

on days 5, 4 and 3 before infusion of Tecartus 

• Documentation that the member has been screened for HBV, HCV and HIV 

before collection of cells for manufacturing 

• 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 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 

• Prescribed by or in consultation with an oncologist 

• Chart notes confirming a diagnosis of one of the following:  

o Large B-cell lymphoma (LBCL) 

▪ This includes diffuse large B-cell lymphoma (DLBCL) not otherwise 

specified (including DLBCL arising from indolent lymphoma), high- 

grade B-Cell lymphoma, primary mediastinal large B-cell lymphoma 

and follicular lymphoma grade 3B who have:  

• refractory disease to first line chemoimmunotherapy or 

relapse within 12 months of first line chemoimmunotherapy 

OR 

http://www.nccn.org/
https://www.tecartushcp.com/car-t-cell-therapy/acute-lymphoblastic-leukemia/treatment-center-locator
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• 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 

• 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. 

• 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 

• 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 

• 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 

• Documentation that the member will receive cyclophosphamide and fludarabine 

concurrently for 3 days before infusion of Breyanzi 

• 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  

http://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 twoor 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:  

o Creatinine clearance ≥ 45 mL/min 

o Alanine aminotransferase less than 2.5 times the upper limit of normal 

o Left ventricular ejection fraction greater than 45% 

o Platelet count greater than 50,000/mm3 

o Absolute neutrophil count greater than 1000 cells/mm3 

 

• 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) 

https://www.breyanzihcp.com/treatment-centers/
http://www.nccn.org/
https://www.abecma.com/find-a-treatment-center/
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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 ≥40mL/min 

o Absolute neutrophil count ≥750 cells/ mm3 

o Platelet count ≥ 50,000/ mm3 

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. 

Exclusions 

http://www.nccn.org/
https://www.carvykti.com/treatment-centers/
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• 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 

• Inflammatory disorders 

 

In addition to the exclusions above, the following drug-specific exclusions also apply:  

• 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 

• 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 

• Tecartus 

o Prior allogeneic hematopoietic stem cell transplantation (HSCT) with the 

exception of a confirmed diagnosis of ALL 

Members with a history of CNS lymphoma or CNS disorders 

 

References  
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3. National Comprehensive Cancer Network.  Acute Lymphoblastic Leukemia. 

Version 1.2018. https://www.nccn.org/professionals/physician_gls/pdf/all.pdf. 

Accessed April 2, 2018. Revised November 2022. 

4. National Comprehensive Cancer Network. B-Cell Lymphomas. Version 2.2018. 

https://www.nccn.org/professionals/physician_gls/pdf/b-cell_blocks.pdf. 

Accessed April 2, 2018. 

5. Maude, S., Laetsch, T., Buechner, S., et al. Tisagenlecleucel in Children and 

Young Adults with B-Cell Lymphoblastic Leukemia. N Engl J Med. 2018; 378: 

439-48. 

6. Neelapu, S., Locke, F., Bartlett, L., et al.  Axicabtagene Ciloleucel CAR T-cell 

Therapy in Refractory Large B-Cell Lymphoma. N Eng J Med 2017; 377:2531-
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Young Adults with B-Cell Lymphoblastic Leukemia. N Engl J Med. 2018; 

378(suppl): 439-48. 

8. Neelapu, S., Locke, F., Bartlett, L., et al.  Axicabtagene Ciloleucel CAR T-cell 

Therapy in Refractory Large B-Cell Lymphoma. N Eng J Med 2017; 

377(suppl):2531-44. 

9. Medicaid Udpate. November 2017; Volume 33 Number 11. Accessed April 2, 

2018. 

https://www.health.ny.gov/health_care/medicaid/program/update/2017/2017

-11.htm 

10. Medicaid Update. January 2018; Volume 34, Number 1. Accessed April 2, 

2018. 

11. Tecartus (brexucabtagene autoleucel) suspension for intravenous infusion. 

Prescribing Information. Santa Monica, CA. Kite Pharma Inc. July 2020.  

https://www.fda.gov/media/140409/download 

12. Breyanzi (lisocabtagene maraleucel) suspension for intravenuous infusion. 

Prescribing Information.  Bothell, WA. Juno Therappeutics (a Bristol-Myers 

Squibb Company). February 2021. Revised May 

2024.https://www.fda.gov/media/145711/download 

13. Abecma (idecabtagene vicleucel) suspension for intravenous infusion. 

Prescribing Information. Summit, NJ. Celgene Corporation (a Bristol-Myers 

Squibb Company). ABECMA U.S. Prescribing Information (bms.com) Revised 

April 2024.  

14. National Coverage Determination (NCD) for Chimeric Antigen Receptor (CAR) 

T-cell Therapy (110.24) 

https://www.nccn.org/professionals/physician_gls/pdf/all.pdf
https://www.nccn.org/professionals/physician_gls/pdf/b-cell_blocks.pdf
https://www.fda.gov/media/140409/download
https://www.fda.gov/media/145711/download
https://packageinserts.bms.com/pi/pi_abecma.pdf
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15. New York State Medicaid Fee-for-Service policy and billing Guidance for 

Chimeric Antigen Receptor T-Cell Therapy. New York State Medicaid Update - 

October 2021 Volume 37 - Number 12 (ny.gov) 

16. Carvykti (ciltacabtagene autoleucel) suspension for intravenous infusion. 

Prescribing Information. Horsham, PA. Janssen Biotech Inc. 2022. Revised April 

2024 

17. National Comprehensive Cancer Network Clinical Practice Guidelines in 

Oncology (NCCN Guidelines). B-Cell Lymphomas. Version 5.2023. Updated 

July 7, 2023. Available at: www.nccn.org/professionals/physicians_gls/pdf/b-

cell.pdf. 

18. 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 

https://health.ny.gov/health_care/medicaid/program/update/2021/no12_2021-10.htm#tcell
https://health.ny.gov/health_care/medicaid/program/update/2021/no12_2021-10.htm#tcell
http://www.nccn.org/professionals/physicians_gls/pdf/b-cell.pdf
http://www.nccn.org/professionals/physicians_gls/pdf/b-cell.pdf
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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. 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 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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Casgevy (Exagamglogene Autotemcel) 

 

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

 

Prior Approval Date:   

 

NA 

 

Approval Date:  

 

06/01/2024 

 

Effective Date:  

 

06/01/2024 

 

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 

J3590 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.  

 

B. 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: 

• Member has failed to match with a human leukocyte antigen (HLA) match 

related hematopoietic stem cell donor 

• Member is ≥ 12 years old 

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

• Chart notes documenting ≥ 4 severe vaso-occlusive crises in the 2 years 

prior to screening while adhering to previous SCD therapy, defined as: 

https://www.casgevyhcp.com/authorized-treatment-centers?condition=scd
https://www.casgevyhcp.com/authorized-treatment-centers?condition=scd
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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 

• 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/1.73m2) 

▪ 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 

• 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.  

• Provider confirmation that full myeloablative conditioning would occur 

prior to Casgevy administration 

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

• Documented provider attestation confirming that the member is an 

appropriate candidate for hematopoietic stem cell (HSC) transplantation 

• 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.  

• Members aged 12 – 16 years old must have documented normal 

transcranial doppler (TCD) 

• Current documentation that the member does not have any active 

bacterial, viral, fungal, or parasitic infection(s) 

• Treatment centers administering Casgevy must be appropriately certified 

to do so. Please see link for treatment centers: CASGEVY™ 

https://www.casgevyhcp.com/authorized-treatment-centers
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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 β-Thalassemia (TDT) 

Casgevy will be considered for coverage for TDT when ALL of the following 

criteria is met: 

 

• Chart notes documenting a confirmed diagnosis of Transfusion Dependent 

β- Thalassemia (TDT) 

• Documentation that the member does not have a 10/10 human leukocyte 

antigen-matched donor 

• Member is ≥ 12 years old 

• Member is eligible for autologous hematopoietic stem cell transplantation 

(HSCT) 

• 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 

• Provider confirmation that full myeloablative conditioning would occur 

prior to Casgevy administration 

• 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 

• AST or ALT >3 times the upper limit of normal (ULN) 

• Direct bilirubin value >2.5 x ULN 

• Bridging Fibrosis or Cirrhosis 

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

• Documented provider attestation confirming that the member is an 

appropriate candidate for hematopoietic stem cell (HSC) transplantation 

• 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.  

https://www.casgevyhcp.com/authorized-treatment-centers
https://www.casgevyhcp.com/authorized-treatment-centers
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• Current documentation that the member does not have any active 

bacterial, viral, fungal, or parasitic infection(s) 

• 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: 

• 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 on becoming 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 

• Members with history of untreated Moyamoya disease or presence of Moyomoya 

disease that puts the patient at risk for bleeding 

• Members aged 12 – 18 years old with abnormal TCD 

The use of Casgevy will not be covered for members with Transfusion Dependent β-

Thalassemia in the following situations: 

• 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 

https://www.casgevyhcp.com/authorized-treatment-centers
https://www.casgevyhcp.com/authorized-treatment-centers
https://www.casgevyhcp.com/authorized-treatment-centers
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• 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 β-thalassemia variant or associated α-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* 
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Package Insert. https://pi.vrtx.com/files/uspi_exagamglogene_autotemcel.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 

https://www.cnbc.com/2023/12/08/casgevy-first-crispr-gene-editing-treatment-approved-in-us.html
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https://pi.vrtx.com/files/uspi_exagamglogene_autotemcel.pdf


 
MVP Health Care Medical Policy 

                           Page 7 of 7 

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 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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Medicare Part B: Casgevy (Exagamglogene Autotemcel) 

 

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

 

Prior Approval Date:   

 

NA 

 

Approval Date:  

 

06/01/2024 

 

Effective Date:  

 

06/01/2024 

 

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 

J3590 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.  

 

B. 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: 

• Member has failed to match with a human leukocyte antigen (HLA) match 

related hematopoietic stem cell donor 

• Member is ≥ 12 years old 

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

• Chart notes documenting ≥ 4 severe vaso-occlusive crises in the 2 years 

prior to screening while adhering to previous SCD therapy, defined as: 

https://www.casgevyhcp.com/authorized-treatment-centers?condition=scd
https://www.casgevyhcp.com/authorized-treatment-centers?condition=scd
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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 

• 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/1.73m2) 

▪ 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 

• 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.  

• Provider confirmation that full myeloablative conditioning would occur 

prior to Casgevy administration 

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

• Documented provider attestation confirming that the member is an 

appropriate candidate for hematopoietic stem cell (HSC) transplantation 

• 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.  

• Members aged 12 – 16 years old must have documented normal 

transcranial doppler (TCD) 

• Current documentation that the member does not have any active 

bacterial, viral, fungal, or parasitic infection(s) 

• Treatment centers administering Casgevy must be appropriately certified 

to do so. Please see link for treatment centers: CASGEVY™ 

https://www.casgevyhcp.com/authorized-treatment-centers
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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 β-Thalassemia (TDT) 

Casgevy will be considered for coverage for TDT when ALL of the following 

criteria is met: 

 

• Chart notes documenting a confirmed diagnosis of Transfusion Dependent 

β- Thalassemia (TDT) 

• Documentation that the member does not have a 10/10 human leukocyte 

antigen-matched donor 

• Member is ≥ 12 years old 

• Member is eligible for autologous hematopoietic stem cell transplantation 

(HSCT) 

• 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 

• Provider confirmation that full myeloablative conditioning would occur 

prior to Casgevy administration 

• 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 

• AST or ALT >3 times the upper limit of normal (ULN) 

• Direct bilirubin value >2.5 x ULN 

• Bridging Fibrosis or Cirrhosis 

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

• Documented provider attestation confirming that the member is an 

appropriate candidate for hematopoietic stem cell (HSC) transplantation 

• 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.  

https://www.casgevyhcp.com/authorized-treatment-centers
https://www.casgevyhcp.com/authorized-treatment-centers
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• Current documentation that the member does not have any active 

bacterial, viral, fungal, or parasitic infection(s) 

• 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: 

• 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 on becoming 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 

• Members with history of untreated Moyamoya disease or presence of Moyomoya 

disease that puts the patient at risk for bleeding 

• Members aged 12 – 18 years old with abnormal TCD 

The use of Casgevy will not be covered for members with Transfusion Dependent β-

Thalassemia in the following situations: 

• 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 

https://www.casgevyhcp.com/authorized-treatment-centers
https://www.casgevyhcp.com/authorized-treatment-centers
https://www.casgevyhcp.com/authorized-treatment-centers
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• 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 β-thalassemia variant or associated α-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* 
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Medicare Part B: Calcitonin Gene-Related Peptide (CGRP) Antagonists 

 

Type of Policy:  Drug Therapy 

Prior Approval Date: 11/01/2023 

Approval Date:   08/01/2024 

Effective Date:   10/01/2024 

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 Prior Authorization (covered under the medical benefit) 

J3032 Vyepti (injection, eptinezumab-jjmr, 1mg) 

 

 

Overview/Summary of Evidence 

Migraine is a common disabling primary headache disorder. In the Global Burden of 

Disease Study 2010 (GBD2010), it was ranked as the third most prevalent disorder in the 

world. In GBD2015, it was ranked the third-highest cause of disability worldwide in both 

males and females under the age of 50 years.  

Cluster headaches is a debilitating primary headache disorder defined as a severe attack 

that can last weeks or months (also known as “cluster periods”). Cluster headaches are 

categorized as episodic (having pain free remission periods) and chronic (do not have 

pain free remission periods). Currently, Emgality is the only CGRP Antagonist indicated 

for the treatment of episodic cluster headache.  
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Medication overuse headache is not an approved indication for calcitonin gene-related 

peptide antagonists and providers should assess their patients and rule out prior to 

initiating therapy. 

Calcitonin Gene-Related Peptides (CGRP) receptor antagonists are a group of 

medications indicated in either the prophylaxis or acute treatment of migraine 

headaches. Aimovig, Emgality, Vyepti, Nurtec and Ajovy are FDA approved for migraine 

prophylaxis while Nurtec and Ubrelvy are FDA approved for acute migraine treatment.  

 

Indications/Criteria for prophylaxis for Vyepti  

Requests will be considered for coverage when all the following are met: 

 Confirmed diagnosis of chronic or episodic migraine  

For chronic migraine: 

 Inadequate response (defined as less than a 2 day decrease per month in 

headache frequency) to at least a 1 (one)trial to at least 1 (one) prophylactic 

medication (i.e., topiramate, divalproex, propranolol, metoprolol, timolol, 

amitriptyline, verapamil, venlafaxine) at maximally tolerated doses.  

 

 

For episodic migraine: 

 Inadequate response (defined as less than a 2 day decrease in headache 

frequency) to at least a 1 (one)-month trial to at least 1 (one) prophylactic 

medication (i.e., topiramate, divalproex, propranolol, metoprolol, timolol, 

amitriptyline, verapamil, venlafaxine) at maximally tolerated doses. 

 

 

For Vyepti:  

 All applicable criteria listed above AND  

 Documentation identifying medical necessity why the member is unable to 

use a self-administered product (such as a failure, intolerance, or 

contraindication to self-administered products). 

o If applicable, documentation should also include why the member or 

caregiver is unable to administer a self-administered product.  

o 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. 

 

 

Initial approval will be for 3 months.  
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Extension requests will be approved for up to 12 months if the member has a 

continued benefit to therapy.  

 

 

 

Exclusions 

 Off-label diagnosis 

 Age, dose, frequency of dosing, and/or duration of therapy outside of FDA 

approved package labeling  

 History of hemiplegic ophthalmoplegic, migraine with brainstem aura, or 

persistent daily headaches 

 Use of devices (i.e., nerve blocks and transcranial magnetic stimulation) 
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Cialis for BPH 

 

Type of Policy: Drug Therapy 

Prior Approval Date: 08/01/2023 

Approval Date: 08/01/2024 

Effective Date: 10/01/2024 

Related Policies: Quantity Limit for Prescription Drugs 

Pharmacy Programs Administration 

Pharmacy Management Programs 

 

 

 

Drug Requiring Prior Authorization under the pharmacy benefit 

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

under the Part D benefit. 

Cialis® (tadalafil) 2.5mg, 5 mg  

Tadalafil 2.5mg, 5mg 

 

Overview 

Benign prostatic hyperplasia (BPH) refers to enlargement of the prostate gland, which 

can contribute to lower urinary tract symptoms (LUTS).  BPH cannot be reversed and 

therefore therapy is aimed at reducing symptoms of LUTS; including irritative 

(frequency, urgency, nocturia) and obstructive (incomplete emptying, stopping and 

starting, weak stream, and pushing and straining) symptoms.  Standard of care includes 

treatment with alpha-blockers, 5-alpha-reductase-inhibitors (5-ARIs), and/or a 

combination.  

Erectile dysfunction (ED) is the inability to achieve or maintain an erection for sexual 

intercourse.  ED can be caused by disease, injury, psychological dysfunction, or 

medications.  ED is a common side effect of some of the medications used to treat the 

symptoms of BPH. 
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A common treatment of ED is phosphodiesterase type 5 (PDE5) inhibitors, which 

enhances erectile function by increasing the amount of cGMP.  In turn, cGMP causes 

smooth muscle relaxation and increased blood flow to the penis. The mechanism for 

which PDE5 inhibitors are efficacious in symptom management of BPH is unknown.  

PDE-5 inhibitors were not included in the 2010 AUA Guidelines as of the date of this 

policy.  

 

Class Drugs Clinical Use 

alpha-adrenergic blockers 

alfuzosin (Uroxatral). 

Bladder outlet 

obstruction (BOO) 

doxazosin (Cardura). 

tamsulosin (Flomax). 

terazosin (Hytrin) 

silodosin (Rapaflo). 

5-ARIs 

finasteride (Proscar) Prevent progression, 

reduce urinary 

retention 
dutasteride (Avodart) 

combination therapy 

(alpha-adrenergic blocker 

& 5-ARI) 

dutasteride & tamsulosin  

 

 

Indications/Criteria 

Cialis® (tadalafil) 2.5 mg or 5 mg daily may be considered medically necessary for BPH 

when the following criteria are met: 

 Documentation indicating that the patient has symptomatic BPH 

 A failure or intolerance to a trial of an alpha-blocker AND a 5-alpha-reductase 

inhibitor OR the member has a contraindication to both an alpha-blocker and a 

5-alpha-reductase inhibitor 

 

Initial authorization for BPH, if approved, will be for a period of one year.   

 

For continued therapy: 

 Documentation of a reduction in BPH symptoms 

Exclusions 

 Age, dose, frequency of dosing, and/or duration of therapy outside of FDA 

approved package labeling  
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 Creatinine clearance (CrCl) less than 30 mL/minute (for CrCl 30-50 mL/min start at 

2.5 mg) 

 Age <18 years old 

 Not covered solely for erectile dysfunction symptoms (refer to Quantity Limits for 

Prescription Drugs policy for enhanced plans) 

 Status post radical prostatectomy 

 Additional doses for ED when Cialis is approved for BPH 

 Use in combination therapy with other PDE-5 inhibitors 

 Solely to reduce PSA levels 

 More than one tablet daily 

 Greater than a 30-day supply per fill 
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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 
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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 

♦ 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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Cystic Fibrosis (select agents for inhalation) 

 

Type of Policy: Drug Therapy 

Prior Approval Date: 07/01/2023 

Approval Date: 07/01/2024 

Effective Date: 09/01/2024 

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 I (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. 



 

MVP Health Care Medical Policy 

Cystic Fibrosis (select agents for inhalation)                    Page 2 of 5 

                            

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 cell5.  

 

 

Indications/Criteria 

ALL the following criteria must be met for coverage: 

• Ordered by a pulmonologist 

• For Dornase alfa inhalation solution: 

o Coverage will be considered medically necessary when the member has a 

diagnosis of cystic fibrosis 

• 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) 

o decrease in sputum density of P. Aeruginosa for tobramycin and 

aztreonam inhalation solution. 

 

 

Medicare Variation 

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 
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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. 
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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 

https://www.cms.gov/medicare-coverage-database/view/lcd.aspx?lcdid=33370&ver=49&bc=0
https://www.cms.gov/medicare-coverage-database/view/article.aspx?articleid=52466&ver=63&bc=0
https://www.cms.gov/medicare-coverage-database/view/article.aspx?articleid=52466&ver=63&bc=0
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MVP Premier Plus HDHP Prior Auth 

MVP Secure  Prior Auth 

MVP EPO  Prior Auth 

MVP EPO HDHP Prior Auth 

MVP PPO Prior Auth 

MVP PPO HDHP Prior Auth 

Student Health Plans Prior Auth 

ASO See SPD 

Vermont Products  

POS in Plan Prior Auth 

POS OOP Prior Auth 

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

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

policies. 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 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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MVP Health Care Medical Policy 

Cystic Fibrosis (select oral agents) 

 

Type of Policy: Drug Therapy 

Prior Approval Date: 07/01/2023 

Approval Date:  04/01/2024 

Effective Date:  04/01/2024 

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) 

 

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. 

 

Ivacaftor potentiates the action of the transmembrane conductance regulator (CFTR) 

protein in patients in whom these channels are not properly regulated but still maintain 

some degree of function. It is indicated for patients with one mutation in the CFTR gene 

that is responsive to ivacaftor based on clinical and/or in vitro assay data.  Specific 

responsive genes can be found in the package insert for Kalydeco, see link below. 

 

Combination lumacaftor and ivacaftor (Orkambi) is a CFTR potentiator, indicated for 

patients who are homozygous for the F508del mutation in the CFTR gene. 

 

Combination tezacaftor and ivacaftor work together to increase chloride transport and 

the function of the cystic fibrosis CFTR protein. It is indicated for patients who are 
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homozygous for the F508del mutation or have at least one mutation in the CFTR gene 

that is responsive to tezacaftor and ivacaftor.  

 

Combination elexacaftor, tezacaftor and ivacaftor work together to increase chloride 

transport and the function of the cystic fibrosis CFTR protein. It is indicated for patients 

with at least 1 F508del mutation in the CTFR gene.  

 

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.  

 Ordered by a pulmonologist AND 

 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.  

 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: 

 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 patient’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 

 

B. Orkambi 

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

  ppFEV1 must be greater than or equal to 40% at the start of therapy 
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 Member has a diagnosis of cystic fibrosis AND documentation of a 

homozygous F508del mutation in the CFTR gene.   

o If the patient’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 

 

C.  Symdeko 

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

 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 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. 

 

D. Trikafta 

In addition to section A, all the following must be met for Trikafta: 

 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 F508del mutation or a 

mutation that is responsive based on in vitro data 

 

For Kalydeco, Orkambi, Symdeko and Trikafta: 

 

Initial approval will be for 6 months 

 

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

1. Stabilization or improvement in ppFEV1 from baseline 

2. Increase in BMI from baseline 

3. Decrease in the number of pulmonary exacerbations from baseline 

 

 

Exclusions 

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

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

 

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 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. 
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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. 

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 

♦ 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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MVP Health Care Medical Policy 

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 

• 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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• 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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 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. 

 Any enteral, modified solid or medical foods taken electively (i.e. to replace a 

missed meal in persons who have normal GI functioning) will be considered not 

medically necessary. 

 Enteral nutrition is not covered for patients with a functioning gastrointestinal 

tract except when medical necessity criteria is met. 

 Adequate nutrition must not be possible by dietary adjustment. 

 Gluten-free solid foods used for the treatment of celiac disease do not meet 

coverage criteria. 

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

do not meet coverage criteria. 

 Formulas recommended as an alternative food source due to intolerance of 

standard formulas, but not as a specific treatment for an underlying disease 

process. 

 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.  

 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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MVP Health Care Medical Policy 

Medicare Part B: ENTYVIO (vedolizumab) 

 

Type of Policy:  Drug/Medical Therapy 

Prior Approval Date: N/A 

Approval Date:  1/01/2024 

Effective Date:  01/01/2024 

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 1mg) 

 

Overview/Summary of EvidenceENTYVIO 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. 

 

 

Indications/Criteria 
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 Coverage is provided in the following conditions:  

 

Universal Criteria: 

• Patient is at least 18 years of age; AND  

 

• Must be prescribed by, or in consultation with, a specialist in gastroenterology; 

AND  

 

• Patient 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 3 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  
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• 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 patients with moderately severe UC, who are naïve to biologic therapies 

will be reviewed on a case-by-case basis consistent with the AGA guidelines. 

 

Continuation of therapy will require documentation of: 

 

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: 

 

• Patient has been receiving therapy with an immune checkpoint inhibitor (e.g., 

nivolumab, pembrolizumab, atezolizumab, avelumab, durvalumab, cemiplimab, etc.); 

AND  

 

• Patient has moderate (grade 2) to severe (grade 3-4) diarrhea or colitis related to their 

immunotherapy  

 

Continuation of therapy will require documentation of: 

 

May not be renewed  

 

 

 

Exclusions  

Age, dose, frequency outside of FDA approved labeling 
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MVP Health Care Medical Policy 

Etanercept 

 

Type of Policy:  Drug/Medical Therapy 

Prior Approval Date: 10/01/2023 

Approval Date:  02/01/2024 

Effective Date:  04/01/2024 

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 

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

the Part D benefit. 

 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/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 

 Must be prescribed for an FDA approved indication  

 

B. Ankylosing Spondylitis  

Etanercept may be considered for coverage for Ankylosing Spondylitis when:  

 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 

 Documented significant clinical symptoms such as fatigue, spinal pain, 

arthralgia, inflammation of joints and tendons, morning stiffness duration 

and therapy AND 
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 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:  

 

 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: 

 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 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.  

D. Psoriatic Arthritis 

Etanercept may be considered for coverage for Psoriatic Arthritis when:  
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 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 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 

·        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 (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. Rheumatoid Arthritis  

Etanercept may be considered for coverage for Rheumatoid Arthritis when:  

 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 

 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.  



 
MVP Health Care Medical Policy 

                           Page 5 of 7 

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. 

 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 

have the full desired effect or considered a clinical failure will require clinical 

rationale for continuing. 

 

F. 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. 
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Exclusions 

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

 Dosing/age and/or frequency outside of the FDA approved package labeling. 

 Etanercept in combination with other biologics is excluded from coverage 

 Combination therapy that is not supported by guidelines 

 History of Multiple Sclerosis 

 

References  

1. Enbrel® (etanercept) injection. Prescribing Information.  Thousand Oaks, 

CA:  Immunex Corporation; June 2022. 

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 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 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. 
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UVM Health Advantage Preferred 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 Prior Authorization 

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 

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 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  Prior Authorization 

♦ 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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Ganaxolone 
 

Type of Policy:  Drug/Medical Therapy 

Prior Approval Date:  02/01/2023 

Approval Date:  02/01/2024 

Effective Date:  04/01/2024 

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:  

 Ordered by or in consult with a neurologist.  

 Member has a documented diagnosis of seizures associated with cyclin-

dependent kinase like 5 deficiency disorder (CDD)  

 Confirmed CDKL5 gene mutation  

 Documentation of baseline monthly seizure frequency 

 Documentation of a failure of at least two previous antiepileptic therapies 
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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 and documentation of reduction in monthly seizure frequency compared to 

baseline. 

 

 

Exclusions 

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

 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.  

 

 

 
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. 
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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. 

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 

♦ 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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MVP Health Care Medical Policy 

Golimumab 

 

Type of Policy:  Medical Therapy 

Prior Approval Date:  03/01/2023 

Approval Date:  02/01/2024 

Effective Date:  04/01/2024 

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.  
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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, Simponi SQ (golimumab) 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, 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 

o 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. Prior Authorization and 

medical justification is required for Simponi Aria 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 

 

C. Rheumatoid Arthritis 

Golimumab may be considered for coverage for Rheumatoid Arthritis when the 

above criteria is met AND:  
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 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 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:  

 Member has a diagnosis of moderate to severe AS 

 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) 
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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 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:  

 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 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. 

 

 

F. Juvenile Idiopathic Arthritis 
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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: 

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

 Combination therapy that is not supported by current clinical guidelines  

 Diagnosis of Multiple Sclerosis 
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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 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. 
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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 

♦ 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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MVP Health Care Medical Policy 

Medicare Part B: Golimumab 

 

Type of Policy:  Medical Therapy 

Prior Approval Date: 11/01/2023 

Approval Date:  02/01/2024 

Effective Date:  04/01/2024 

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:  

 Must be prescribed for an FDA approved indication AND 

 Must be ordered by or with consult from a rheumatologist/immunologist AND  
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 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:  

 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 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:  

 Member has a diagnosis of moderate to severe AS 

 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: 

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

 Combination therapy that is not supported by current clinical guidelines  

 Diagnosis of Multiple Sclerosis 
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MVP Health Care Medical Policy 

Gout Treatments 

 

Type of Policy:  Drug/Medical Therapy 

Prior Approval Date:  08/01/2023 

Approval Date:    08/01/2024 

Effective Date:            10/01/2024 

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 treatment6. 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.  It is 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): 

 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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 CrCl >15 mL/min 

 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  

 Serum uric acid level > 6 mg/dL 

 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: 

 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. 

 Recurrent acute gout flares6: symptomatic gout with at least 3 gout flares in the 

previous 18 months or at least 1 gout tophus or gouty arthritis 

 Serum uric acid level >6 mg/dL 

 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 

 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 

 Age, dose, frequency of dosing, and/or duration of therapy outside of FDA 

approved package labeling Uloric/Febuxostat in combination with azathioprine, 

mercaptopurine, or theophylline 

 Uloric/Febuxostat used for the treatment of asymptomatic hyperuricemia 

 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 

 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 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. 
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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 

♦ 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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MVP Health Care Medical Policy 

       Idiopathic Pulmonary Fibrosis 

 

Type of Policy:  Drug Therapy 

Prior Approval Date: 07/01/2023 

Approval Date:  07/01/2024 

Effective Date:  09/01/2024 

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 origin1.  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.2 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.3 Ofev is a kinase inhibitor, which inhibits multiple receptors implicated in 

the pathogenesis of IPF.4   

Indications/Criteria 
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Esbriet/Ofev will be considered medically necessary for Idiopathic Pulmonary Fibrosis when ALL 

the following criteria are met: 

• 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. 

• Liver function test prior to initiating treatment indicating AST/ALT and bilirubin are less 

than 5x ULN 

• Prescribed by or in consultation with a pulmonologist 

• 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 

 

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: 

• Confirmed diagnosis of SSc-ILD such as with HRCT (high resolution computed 

tomography) AND 

• 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: 

• Confirmed diagnosis of Chronic Fibrosing ILD such as with HRCT (high resolution 

computed tomography) AND 

• 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  

• Prescribing physician is a pulmonologist or prescribed in consult 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.  
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Exclusions 

• Esbriet - Severe hepatic impairment 

• Dosing, age, and/or frequency outside of the FDA approved package labeling Ofev – 

Moderate to severe hepatic impairment 

• Ofev – Pregnancy  

• LFTs greater than 5x ULN 

• End stage renal disease requiring dialysis 
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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  
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♦ 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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Medicare Part B: Immunoglobulin Therapy 

 

 

Type of Policy:  Medical Therapy 

Prior Approval Date: 01/01/2024 

Approval Date:  04/01/2024 

Effective Date:  06/01/2024 

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 

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 

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 



 
MVP Health Care Medical Policy 

Immunoglobulin Therapy                 Page 2 of 5 

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 (SCIg) (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. 

Indications/Criteria 

Intravenous Immunoglobulin 
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.  

 

• 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. 

• IVIG and SCIG must be obtained from a preferred contracted IVIG vendor.  

 

 

Medicare Coverage: 

• Please refer to the current coverage guidelines at www.cms.gov. 

• IVIG 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. 

• Part B coverage of subcutaneous immune globulin administered in the home 

setting follows Medicare guidance under LCD 33794 for External Infusion Pumps. 

Please refer to LCD 33794 and the accompanying Policy Article A52507 for 

coverage guidance.  

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

D benefit. 

• 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. 

 

 

 

 

 

http://www.cms.gov/
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Exclusions 

• Age, dose, frequency of dosing, and/or duration of therapy outside of FDA 

approved package labeling 
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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 

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

o Members ≥18 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 

 

 For travelers’ diarrhea:  

1. Dose/frequency exceeding the package label. 
2. Diarrhea complicated by fever or blood in the stool or diarrhea due to pathogens 

other than Escherichia coli. 
3. Excludes diarrhea associated with antibiotics 
4. Prophylactic use 
5. Travel purposes 
6. Aemcolo: more than 12 tablets per episode 

Dosing and/or frequency exceeding the FDA approved package labeling 

 Non-FDA approved use 
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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 Preferred Gold HMO POS Refer to Part D coverage 

MVP Medicare Secure HMO POS Refer to Part D coverage 

MVP Medicare Secure Plus HMO POS Refer to Part D coverage 

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

MVP Medicare Patriot Plan PPO Refer to Part D coverage 

MVP DualAccess D-SNP HMO  Refer to Part D coverage 

MVP DualAccess Complete D-SNP HMO  Refer to Part D coverage 

MVP DualAccess Plus D-SNP HMO  Refer to Part D coverage 

UVM Health Advantage Select PPO Refer to Part D coverage 

UVM Health Advantage Secure PPO Refer to Part D coverage 

UVM Health Advantage Preferred PPO Refer to Part D coverage 

Healthy NY  Prior Auth 

MVP Premier Prior Auth 

MVP Premier Plus Prior Auth 

MVP Premier Plus HDHP Prior Auth 

MVP Secure  Refer to Part D coverage 

MVP EPO  Prior Auth 

MVP EPO HDHP Prior Auth 

MVP PPO Prior Auth 

MVP PPO HDHP Prior Auth 

Student Health Plans Prior Auth 

ASO See SPD 

Vermont Products  

POS in Plan Prior Auth 

POS OOP Prior Auth 

MVP Medicare Preferred Gold HMO POS Refer to Part D coverage 

MVP Medicare Secure Plus HMO POS Refer to Part D coverage 

UVM Health Advantage Select PPO Refer to Part D coverage 

UVM Health Advantage Secure PPO Refer to Part D coverage 

UVM Health Advantage Preferred PPO  Refer to Part D coverage 

MVP VT HMO  Prior Auth 

MVP VT Plus HMO Prior Auth 

MVP VT HDHP HMO Prior Auth 

MVP VT Plus HDHP HMO Prior Auth 

MVP Secure  Refer to Part D coverage 

ASO  See SPD 

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

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

© 2023 MVP Health Plan, Inc. All rights reserved. Descriptions contained within MVP's Medical Policies are not a 

guarantee of coverage. Each MVP Group or Subscriber Contract contains specific limitations, exclusions and 

requirements that may affect a Policy. If there is any discrepancy between your Group or Subscriber Contract and a 

Policy, your Group or Subscriber Contract shall in all cases govern. 

*Medical Management Requirements 

Prior Auth     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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MVP Health Care Medical Policy 

Lenmeldy 

 

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

Prior Approval Date:  
 

NA 

Approval Date:  06/01/2024 

Effective Date:  06/01/2024 

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 

J3490 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:  

 

• 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.  

• Prescribed by or in consultation with Neurologist or Geneticist 

• Chart notes documenting that the member does not have liver or renal 

impairment which is documented with current renal and liver function tests  

• 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 

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

• 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.  

• Treatment centers administering Lenmeldy must be appropriately certified to do 

so. Please see link for treatment centers: LENMELDY(TM) (atidarsagene 

autotemcel) – Now Available 

• 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 

• Provider confirmation that full myeloablative conditioning would occur prior to 

Lenmeldy administration 

• 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.  

https://lenmeldy.com/#qtc
https://lenmeldy.com/#qtc
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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. Lenmeldy suspension for intravenous infusion. Orchard Therapeutics. Boston, MA. 

Revised March 2024.  USPI_final_3-18-24.pdf (orchard-tx.com) 

2. Metachromatic Leukodystrophy. The Cleveland Clinic. Revised February 6, 2023. 

Accessed April 23, 2024. Metachromatic Leukodystrophy: What It Is, Causes & 

Symptoms (clevelandclinic.org) 

3. Metachromatic Leukodystrophy. National Organization for Rare Disorders. 

Reviewed March 18, 2024. Accessed April 23, 2024. Metachromatic 

Leukodystrophy - Symptoms, Causes, Treatment | NORD (rarediseases.org) 

 

 

https://www.orchard-tx.com/wp-content/uploads/2024/03/USPI_final_3-18-24.pdf
https://my.clevelandclinic.org/health/diseases/6067-metachromatic-leukodystrophy
https://my.clevelandclinic.org/health/diseases/6067-metachromatic-leukodystrophy
https://rarediseases.org/rare-diseases/metachromatic-leukodystrophy/
https://rarediseases.org/rare-diseases/metachromatic-leukodystrophy/
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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 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. 
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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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MVP Health Care Medical Policy 

Medicare Part B: Lenmeldy 

 

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

Prior Approval Date:  
 

NA 

Approval Date:  06/01/2024 

Effective Date:  06/01/2024 

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 

J3490 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:  

 

• 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.  

• Prescribed by or in consultation with Neurologist or Geneticist 

• Chart notes documenting that the member does not have liver or renal 

impairment which is documented with current renal and liver function tests  

• 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 

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

• 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.  

• Treatment centers administering Lenmeldy must be appropriately certified to do 

so. Please see link for treatment centers: LENMELDY(TM) (atidarsagene 

autotemcel) – Now Available 

• 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 

• Provider confirmation that full myeloablative conditioning would occur prior to 

Lenmeldy administration 

• 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.  

https://lenmeldy.com/#qtc
https://lenmeldy.com/#qtc
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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. Lenmeldy suspension for intravenous infusion. Orchard Therapeutics. Boston, MA. 

Revised March 2024.  USPI_final_3-18-24.pdf (orchard-tx.com) 

2. Metachromatic Leukodystrophy. The Cleveland Clinic. Revised February 6, 2023. 

Accessed April 23, 2024. Metachromatic Leukodystrophy: What It Is, Causes & 

Symptoms (clevelandclinic.org) 

3. Metachromatic Leukodystrophy. National Organization for Rare Disorders. 

Reviewed March 18, 2024. Accessed April 23, 2024. Metachromatic 

Leukodystrophy - Symptoms, Causes, Treatment | NORD (rarediseases.org) 

https://www.orchard-tx.com/wp-content/uploads/2024/03/USPI_final_3-18-24.pdf
https://my.clevelandclinic.org/health/diseases/6067-metachromatic-leukodystrophy
https://my.clevelandclinic.org/health/diseases/6067-metachromatic-leukodystrophy
https://rarediseases.org/rare-diseases/metachromatic-leukodystrophy/
https://rarediseases.org/rare-diseases/metachromatic-leukodystrophy/
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MVP Health Care Medical Policy 

Lyfgenia (Lovotibeglogene Autotemcel) 

 

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

Prior Approval Date:  NA 

Approval Date:  06/01/2024 

Effective Date:  06/01/2024 

Related Policies:  Casgevy, 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 

J3590 Lyfgenia (Lovotibeglogene Autotemcel) 

 

Overview 

Lyfgenia (Lovotibeglogene Autotemcel)as is an intravenous, one-time autologous 

genome edited hematopoietic stem cell-based gene therapy for patients with sickle cell 

disease suffering from vaso-occlusive crisis. 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. Lyfgenia 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 for 

manufacturing, myeloablative conditioning, and finally the modified cells are returned to 



   
 

 

Classified as Confidential 

the patient via IV infusion. The hematopoietic cells (HCs) are transduced ex-vivo with a 

BB305 lentiviral vector encoding a modified β-globin gene. Following IV infusion, the 

modified CD34+ hematopoietic cells engraft in the bone marrow and differentiate to 

produce red blood cells that combine with α-globin to produce HbA which is modified 

adult hemoglobin. This then reduces intracellular and total hemoglobin S (HbS) levels 

ultimately limiting the sickling of red blood cells and potential for a vaso-occlusive crisis 

from occurring. 

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

Lyfgenia will be considered for coverage for SCD with recurrent vaso-occlusive 

crises when ALL of the following criteria is met: 

• Prescribed by a board-certified hematologist 

• Lyfgenia must be administered at a Qualified Treatment Center. Please see the 

link for treatment centers: LYFGENIA™ (lovotibeglogene autotemcel) Qualified 

Treatment Center Locator 

• Chart notes documenting a diagnosis of sickle cell disease (SCD), with either 

βS/βS or βS/β0 or βS/β+ genotype. 

o Lyfgenia has not been studied in member’s with more than two α-globin gene 

deletions 

• 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. 

• Member is ≥ 12 years old 

• Chart notes documenting ≥ 4 severe vaso-occlusive crises in the 2 years prior to 

screening while adhering to previous SCD therapy, defined as any of the 

following:  

https://www.lyfgenia.com/find-a-qualified-treatment-center
https://www.lyfgenia.com/find-a-qualified-treatment-center
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o An episode of acute pain with no medically determined cause other than 

vaso-occlusion, lasting more than 2 hours 

o Acute chest syndrome (ACS) 

o Acute hepatic sequestration 

o Acute splenic sequestration 

o Vaso-occlusive episode requiring a hospitalization or multiple visits to an 

emergency department/urgent care over 72 hours and receiving intravenous 

medications at each visit Acute chest syndrome 

o priapism requiring any level of medical attention  

• Member has failed to match with a hematopoietic stem cell donor  

• 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. 

• Chart notes documenting that the member does not have advanced liver 

impairment or renal impairment which is documented with current renal and liver 

function tests 

o Renal impairment (defined as creatinine clearance ≤70mL/min/1.73m2) 

o 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 

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

• Documented provider attestation confirming that the member is an appropriate 

candidate for hematopoietic stem cell (HSC) transplantation 

• Chart notes documenting that the member has a current negative screening for 

the following: HIV-1, HIV-2. Documentation must indicate that the member does 

not have active HIV-1 or HIV-2. 

• Current documentation that the member does not have any active bacterial, viral, 

fungal, or parasitic infection(s) 
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Lyfgenia  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 FDA 

approved package labeling 

• Use in combination with other autologous genome edited hematopoietic stem 

cell-based gene therapies such as Casgevy 

• 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 

• Members with active bacterial, viral, fungal, or parasitic infections 

• Members with more than two α-globin gene deletions 

 

References 

1. bluebirdbio. (2024, February). Lyfgenia (Lovotibeglogene Autotemcel) | now FDA 

approved. https://www.lyfgenia.com 

2. bluebirdbio. (2023, December). Lyfgenia (Lovotibeglogene Autotemcel) Package 

Insert. LYFGENIA_Prescribing_Information.pdf (bluebirdbio.com) 

3. A study evaluating the safety and efficacy of BB1111 in severe sickle cell disease - 

full text view. ClinicalTrials.gov. (n.d.). 

https://classic.clinicaltrials.gov/ct2/show/NCT02140554?term=02140554&draw=2

&rank=1 

Member Product Medical Management Requirements* 

New York Products  

HMO Prior Auth 

https://www.lyfgenia.com/
https://www.bluebirdbio.com/-/media/bluebirdbio/Corporate%20COM/Files/Lyfgenia/LYFGENIA_Prescribing_Information.pdf
https://classic.clinicaltrials.gov/ct2/show/NCT02140554?term=02140554&draw=2&rank=1
https://classic.clinicaltrials.gov/ct2/show/NCT02140554?term=02140554&draw=2&rank=1
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PPO in Plan Prior Auth 

PPO OOP Prior Auth 

POS in Plan Prior Auth 

POS OOP Prior Auth 

Essential Plan Prior Auth 

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

Authorization 

MVP Child Health Plus Prior Auth 

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

Authorization 

MVP 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 
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♦ 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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MVP Health Care Medical Policy 

Medicare Part B: Lyfgenia (Lovotibeglogene Autotemcel) 

 

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

Prior Approval Date:  NA 

Approval Date:  06/01/2024 

Effective Date:  06/01/2024 

Related Policies:  Casgevy, 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 

J3590 Lyfgenia (Lovotibeglogene Autotemcel) 

 

Overview 

Lyfgenia (Lovotibeglogene Autotemcel)as is an intravenous, one-time autologous 

genome edited hematopoietic stem cell-based gene therapy for patients with sickle cell 

disease suffering from vaso-occlusive crisis. 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. Lyfgenia 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 for 

manufacturing, myeloablative conditioning, and finally the modified cells are returned to 
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the patient via IV infusion. The hematopoietic cells (HCs) are transduced ex-vivo with a 

BB305 lentiviral vector encoding a modified β-globin gene. Following IV infusion, the 

modified CD34+ hematopoietic cells engraft in the bone marrow and differentiate to 

produce red blood cells that combine with α-globin to produce HbA which is modified 

adult hemoglobin. This then reduces intracellular and total hemoglobin S (HbS) levels 

ultimately limiting the sickling of red blood cells and potential for a vaso-occlusive crisis 

from occurring. 

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

Lyfgenia will be considered for coverage for SCD with recurrent vaso-occlusive 

crises when ALL of the following criteria is met: 

• Prescribed by a board-certified hematologist 

• Lyfgenia must be administered at a Qualified Treatment Center. Please see the 

link for treatment centers: LYFGENIA™ (lovotibeglogene autotemcel) Qualified 

Treatment Center Locator 

• Chart notes documenting a diagnosis of sickle cell disease (SCD), with either 

βS/βS or βS/β0 or βS/β+ genotype. 

o Lyfgenia has not been studied in member’s with more than two α-globin gene 

deletions 

• 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. 

• Member is ≥ 12 years old 

• Chart notes documenting ≥ 4 severe vaso-occlusive crises in the 2 years prior to 

screening while adhering to previous SCD therapy, defined as any of the 

following:  

https://www.lyfgenia.com/find-a-qualified-treatment-center
https://www.lyfgenia.com/find-a-qualified-treatment-center
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o An episode of acute pain with no medically determined cause other than 

vaso-occlusion, lasting more than 2 hours 

o Acute chest syndrome (ACS) 

o Acute hepatic sequestration 

o Acute splenic sequestration 

o Vaso-occlusive episode requiring a hospitalization or multiple visits to an 

emergency department/urgent care over 72 hours and receiving intravenous 

medications at each visit Acute chest syndrome 

o priapism requiring any level of medical attention  

• Member has failed to match with a hematopoietic stem cell donor  

• 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. 

• Chart notes documenting that the member does not have advanced liver 

impairment or renal impairment which is documented with current renal and liver 

function tests 

o Renal impairment (defined as creatinine clearance ≤70mL/min/1.73m2) 

o 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 

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

• Documented provider attestation confirming that the member is an appropriate 

candidate for hematopoietic stem cell (HSC) transplantation 

• Chart notes documenting that the member has a current negative screening for 

the following: HIV-1, HIV-2. Documentation must indicate that the member does 

not have active HIV-1 or HIV-2. 

• Current documentation that the member does not have any active bacterial, viral, 

fungal, or parasitic infection(s) 
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Lyfgenia  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 FDA 

approved package labeling 

• Use in combination with other autologous genome edited hematopoietic stem 

cell-based gene therapies such as Casgevy 

• 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 

• Members with active bacterial, viral, fungal, or parasitic infections 

• Members with more than two α-globin gene deletions 

 

References 

1. bluebirdbio. (2024, February). Lyfgenia (Lovotibeglogene Autotemcel) | now FDA 

approved. https://www.lyfgenia.com 

2. bluebirdbio. (2023, December). Lyfgenia (Lovotibeglogene Autotemcel) Package 

Insert. LYFGENIA_Prescribing_Information.pdf (bluebirdbio.com) 

3. A study evaluating the safety and efficacy of BB1111 in severe sickle cell disease - 

full text view. ClinicalTrials.gov. (n.d.). 

https://classic.clinicaltrials.gov/ct2/show/NCT02140554?term=02140554&draw=2

&rank=1 

Member Product Medical Management Requirements* 

New York Products  

HMO Prior Auth 

https://www.lyfgenia.com/
https://www.bluebirdbio.com/-/media/bluebirdbio/Corporate%20COM/Files/Lyfgenia/LYFGENIA_Prescribing_Information.pdf
https://classic.clinicaltrials.gov/ct2/show/NCT02140554?term=02140554&draw=2&rank=1
https://classic.clinicaltrials.gov/ct2/show/NCT02140554?term=02140554&draw=2&rank=1
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PPO in Plan Prior Auth 

PPO OOP Prior Auth 

POS in Plan Prior Auth 

POS OOP Prior Auth 

Essential Plan Prior Auth 

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

Authorization 

MVP Child Health Plus Prior Auth 

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

Authorization 

MVP 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 
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♦ 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 

 

 

 

 

 



 

 

 

Methotrexate Autoinjector Policy                       Page 1 of 4 

 
 

MVP Health Care Medical Policy 

Methotrexate autoinjector 

 

Type of Policy:  Drug Therapy 

Prior Approval Date:  08/01/2023 

Approval Date:   08/01/2024 

Effective Date:   10/01/2024 

Related Policies: Rheumatoid Arthritis Drug Therapy 

Inflammatory Biologic Drug Therapy 

   Experimental or Investigational Policy 

 

Drug Requiring Prior Authorization 

Otrexup® (methotrexate autoinjector) 10, 12.5, 15,17.5, 20, 22.5, 25 mg for subcutaneous 

injection 

Rasuvo® (methotrexate autoinjector) 7.5, 10, 12.5, 15, 17.5, 20, 22.5, 25, 30mg for 

subcutaneous injection 

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

covered under the Part D benefit.  

 

Overview 

Otrexup and Rasuvo, the subcutaneous autoinjector formulations of methotrexate, are 

indicated for severe, active Rheumatoid Arthritis (RA), Polyarticular Juvenile Idiopathic 

Arthritis (pJIA), and severe, recalcitrant, disabling psoriasis.3,6 These autoinjector 

formulations are not FDA approved for psoriatic arthritis. Otrexup and Rasuvo are both 

for once weekly, subcutaneous use only; other methotrexate formulations allow for 

intramuscular, intravenous, intra-arterial, and intrathecal dosing. Each injector is one-

time use, and the pre-filled dose to be administered cannot be changed on the device. 
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Indications/Criteria 

Otrexup® and Rasuvo® (methotrexate for subcutaneous auto injection) may be 

considered medically necessary when the following criteria are met: 

For Rheumatoid Arthritis (RA): 

• Prescriber must be a rheumatologist/immunologist 

• Failure/intolerance of oral methotrexate 

• Failure/intolerance of generically available injectable methotrexate (‘vial & 

syringe’) 

 

For Polyarticular Juvenile Idiopathic Arthritis (pJIA):  

• Prescriber must be a rheumatologist  

• Failure of oral methotrexate 

• Failure/intolerance of generically available injectable methotrexate (‘vial & 

syringe’) 

 

For Psoriasis: 

• Prescriber must be a dermatologist  

• Failure of oral methotrexate 

• Failure/intolerance of generically available injectable methotrexate (‘vial & 

syringe’) 

 

Initial authorizations and continuations, if approved, will be for a period of one year.  

 

Exclusions 

• Hypersensitivity reaction to methotrexate 

• Pregnancy 

• Nursing mothers 

• Age, dose, frequency of dosing, and/or duration of therapy outside of FDA 

approved package labeling Creatinine clearance ≤ 30 mL/min5   

• Active alcoholism 

• Liver disease 

• Immunodeficiency syndromes 

• Active infection 

• Blood dyscrasias like bone marrow hypoplasia, leukopenia, thrombocytopenia, or 

significant anemia 

• Concomitant cytotoxic drugs 
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• Concomitant radiation therapy 

 

References  

1. Lehman, TJ. Polyarticular onset juvenile idiopathic arthritis: Management. In: 

UpToDate, Klein-Gitelman, M (Ed), UpToDate, Waltham, MA; Feb 2013 [cited July 

7 2014]. 

2. Foell D, Wulffraat N, Wedderburn LR, et al. Methotrexate withdrawal at 6 vs 12 

months in juvenile idiopathic arthritis in remission: a randomized clinical trial. 

JAMA. 2010;303(13):1266-73. 

3. Otrexup® (Methotrexate) injection, for subcutaneous use.  Prescribing 

Information.  Ewing, NJ: Antares Pharma; April 2014. Revised December 2019. 

4. Aletaha D, Neogi T, Silman AJ, et al. 2010 rheumatoid arthritis classification 

criteria: an American College of Rheumatology/European League Against 

Rheumatism collaborative initiative. [Table 3] Ann Rheum Dis. 2010;69(9):1580-8. 

Kintzel PE, Dorr RT. Anticancer drug renal toxicity and elimination: dosing 

guidelines for altered renal function. Cancer Treat Rev. 1995;21(1):33-64Rasuvo 

(methotrexate) injection, for subcutaneous use. Prescribing Information. 

Chiacago, IL: Medac Pharma Inc; July 2014. Revised March 2020. 

 

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. 
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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 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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MVP Health Care Medical Policy 

Omidubicel 
 

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

Prior Approval Date:  NA  

Approval Date:  02/01/2024  

Effective Date:  02/01/2024  

Related Policies:  Donislecel 

 

Experimental or Investigational Procedures, Behavioral Health 

Services, Drugs and Treatments, Off-Label use of FDA 

Approved Drugs, and Clinical Trials  

 

 

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 omidubicel (Omisirge), cell therapy suspension for infusion 

 

Overview 

Omidubicel is approved for use in hematopoietic stem cell transplant following 

myeloablative conditioning in patients with hematologic malignancies to reduce the 

time to neutrophil recovery and incidence of infection. It has been designated an orphan 

drug for this indication. Omidubicel is a nicotinamide-modified allogeneic 

hematopoietic progenitor cell therapy derived from cord blood indicated for use in 

adults and pediatric patients 12 years and older with hematologic malignancies who are 

planned for umbilical cord blood transplantation following myeloablative conditioning 

to reduce the time to neutrophil recovery and the incidence of infection.  
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Indications/Criteria 

Hematologic Malignancy 

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

 Member is 12 years of age or older 

 Member has a documented hematologic malignancy, and the medication is 

being used to reduce the time to neutrophil recovery and incidence of infection.  

 Documentation that the member has not received a prior allogeneic 

hematopoietic stem cell transplant (allo-HSCT) 

 Documentation of planned umbilical cord blood transplantation 

 Documentation that member will receive myeloablative conditioning. 

 Prescribed by or in consultation with a hematologist or oncologist 

 Must be administered at a transplant center who is activated and able to 

administer omidubicel 

o Treatment centers that can administer are:  OMISIRGE™ (omidubicel-onlv) 

| Allogeneic Hematopoietic Progenitor Cell Therapy 

 Documentation that administration of omidubicel will be under the supervision of 

a physician experienced in treatment of hematologic malignancies,  

 Documentation that the member does not have a known allergy or 

hypersensitivity to the following:  

o Dimethyl sulfoxide (DMSO) 
o Dextran 40 
o Gentamicin aminoglycoside albumin  
o Bovine protein hypersensitivity 

 

If approved, coverage will be for one infusion of Omidubicel and will not be renewed. 

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 Omidubicel will not be covered for the following situations: 

 Age, dose, frequency of dosing, and/or duration of therapy outside of FDA 

approved package labeling. 
 More than one infusion per lifetime 
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References  

1. Omidubicel. Clinical Pharmacology. Revised May 2, 2023. Accessed December 6, 

2023.  

2. Prescribing Information. Omisirge. Gamida Cell, Inc. Boston, MA. Revised April 

2023. Omisirge-final-PI.pdf (gamida-cell.com) 

 
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 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 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. 

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 Authorization  
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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 

♦ 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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MVP Health Care Medical Policy 

Medicare Part B: Omidubicel 
 

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

Prior Approval Date:  NA  

Approval Date:  02/01/2024  

Effective Date:  02/01/2024  

Related Policies:  Donislecel 

 

Experimental or Investigational Procedures, Behavioral Health 

Services, Drugs and Treatments, Off-Label use of FDA 

Approved Drugs, and Clinical Trials  

 

 

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 omidubicel, cell therapy suspension for infusion 

 

Overview/Summary of Evidence 

Omidubicel is approved for use in hematopoietic stem cell transplant following 

myeloablative conditioning in patients with hematologic malignancies to reduce the 

time to neutrophil recovery and incidence of infection. It has been designated an orphan 

drug for this indication. Omidubicel is a nicotinamide-modified allogeneic 

hematopoietic progenitor cell therapy derived from cord blood indicated for use in 

adults and pediatric patients 12 years and older with hematologic malignancies who are 

planned for umbilical cord blood transplantation following myeloablative conditioning 

to reduce the time to neutrophil recovery and the incidence of infection.  
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Indications/Criteria 

Hematologic Malignancy 

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

 Member is 12 years of age or older 

 Member has a documented hematologic malignancy, and the medication is 

being used to reduce the time to neutrophil recovery and incidence of infection.  

 Documentation that the member has not received a prior allogeneic 

hematopoietic stem cell transplant (allo-HSCT) 

 Documentation of planned umbilical cord blood transplantation 

 Documentation that member will receive myeloablative conditioning. 

 Prescribed by or in consultation with a hematologist or oncologist 

 Must be administered at a transplant center who is activated and able to 

administer omidubicel 

o Treatment centers that can administer are:  OMISIRGE™ (omidubicel-onlv) 

| Allogeneic Hematopoietic Progenitor Cell Therapy 

 Documentation that administration of omidubicel will be under the supervision of 

a physician experienced in treatment of hematologic malignancies 

 Documentation that the member does not have a known allergy or 

hypersensitivity to the following:  

o Dimethyl sulfoxide (DMSO) 
o Dextran 40 
o Gentamicin aminoglycoside albumin  
o Bovine protein hypersensitivity 

 

If approved, coverage will be for one infusion of Omidubicel and will not be renewed. 

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 Omidubicel will not be covered for the following situations: 

 Age, dose, frequency of dosing, and/or duration of therapy outside of FDA 

approved package labeling. 
 More than one infusion per lifetime 
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References  
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 Medicare Part B: Orphan Drug(s) and Biologicals 

 

Type of Policy:  Drug/Medical Therapy 

Prior Approval Date: 11/01/2023 

Approval Date:  08/01/2024 

Effective Date:  10/01/2024 

Related Policies:  Experimental or Investigational Procedures, Behavioral Health 

Services, Drugs & Treatments, Off-Label use of FDA Approved 

Drugs, Clinical Trials 

 

*Codes Requiring Prior Authorization (covered under the medical benefit) 

Adagen®
 
(J2504 Inj, pegademase bovine, 25 IU) 

Aldurazyme® (J1931 Inj, laronidase, 0.1 mg) 

Arikayce (J8499 amikacin liposome inhalation susp) 

Brineura (J0567 cerliponase alfa inj. 1mg) 

Cablivi (J3590, Inj Caplacizumab) 

Ceprotin™ (J2724 Inj, protein C concentrate, IV 101U) 

Clolar® (J9027 Inj, clofarabine, 1 mg) 

Crysvita (J0584 inj, burosumab-twza 1 mg) 

Elaprase® (J1743 Inj, idursulfase) 

Elzonris (J9269 Inj, tagraxofusp-erzs) 

Enjaymo™ (J1302 Inj, sutimlimab-jome) 

Evkeeza™(J1305, evinacumab-dgnb) 

Folotyn (J9307 Inj, pralatrexate, 1 mg) 

Fusilev™ (J0641 Inj, levoleucovorin 0.5mg) 

Gamifant (J9210, emapalumab-IZSG inj) 

Ilaris® (J0638 Inj, canakinumab 1mg) 

Kanuma (J2840 Inj, sebelipase alfa, 1mg) 

Khapzory (J0642) levoleucovorin IV solution) 

Lamzede (J0217, velmanase alfa-tycv, 10mg) 

Lumizyme (J0221 Inj, alglucosidase alfa) 

Mepsevii (J3397 Inj. Vestronidase alfa) 
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Naglazyme® (J1458 Inj, galsulfase, 1 mg) 

Nexviazyme® (J0219, avalglucosidase alfa-ngpt) 

Nulibry® (C9399, J3490, fosdenopterin) 

Oxlumo® (J0224, lumasiran) 

Pombiliti (J1203, cipaglucosidase alfa, powder for injection) 

Poteligeo (J9204) Inj. mogamulizumab-kpkc) 

Reblozyl (J0896, luspatercept-aamt, SQ injection) 

Retisert® (J7311 fluocinolone acetonide, intravitreal implant) 

Rystiggo (J9333, Rozanolixizumab SQ infusion) 

Scenesse (J7352, afamelanotide implant 16mg) 

Soliris® (J1300 Inj, eculizumab, 10 mg) 

Sylvant (J2860 Inj, siltuximab, 10mg) 

Ultomiris™ (J1303, ravulizumab-cwvz IV, inj) 

Uplizna® (J1823, inebilizumab-cdon) 

Veopoz (J9376, pozelimab-bbfg, injection, 1mg) 

Vimizim (J1322, Inj, elosulfase alfa, 1mg) 

Vyjuvek (J3401, beremagene geperpavec) 

Vyvgart™ (J9332 Inj, efgartigimod alfa-fcab) 

Vyvgart Hytrulo (J9334 Injection, efgartigimod alfa; hyaluronidase) 

XenpozymeTM (J0218 Inj, olipudase alfa) 

Zynlonta (J9359, loncastuximab tesirine-lpyl)* This list is subject to change based on FDA 

approval of new drugs and/or new indications 

 

 

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

may covered under the Part D benefit. 

 

Overview/Summary of Evidence 

An orphan drug is a drug used to treat a rare disease or condition which affects:  

 less than 200,000 persons in the United States1; or 

 more than 200,000 persons in the United States; and there is no reasonable 

expectation that the cost of developing and making a drug will be recovered 

from sales in the United States1. 

 

Indications/Criteria 
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Orphan drugs or FDA approved drugs designated with an orphan drug indication may 

be covered on a case-by-case basis, with prior authorization, for the FDA approved 

indications only. Only drugs FDA approved for marketing as Orphan Drugs or Biologics 

will be considered for coverage under this policy.  

The drug must be prescribed by a plan affiliated Specialist familiar with the treatment of 

the rare disease or condition.  

Those drugs listed at https://www.accessdata.fda.gov/scripts/opdlisting/oopd/ have 

been designated by the FDA as Orphan Designated Products approved for marketing. 

The list is maintained by the FDA and is subject to change.  

Physician and member must comply with all approved and/or limited distribution 

channels for the agent including specialty pharmacy vendors where applicable. 

Drug and/or biological coverage is subject to the terms and conditions of the member’s 

prescription drug rider and/or contract. 

Documentation submitted must include baseline subjective/objective laboratory or test 

results (dependent on drug and diagnosis).  If member started therapy while enrolled in 

a clinical trial, baseline laboratory or test results must be provided from prior to the start 

of the trial. 

For continuation of therapy request documentation must show improvement in 

symptoms/condition from baseline. 

 

 

Exclusions 

The use of orphan drugs and biologics will not be considered medically necessary for 

the following situations: 

 Age, dose, frequency of dosing, and/or duration of therapy outside of FDA 

approved package labeling Member has not failed all other standard 

therapies for the disease 

 FDA warnings and contraindications for the use of the drug have not been 

addressed by the prescriber 
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 more than 200,000 persons in the United States; and there is no reasonable 

expectation that the cost of developing and making a drug will be recovered 

from sales in the United States1. 

 

Indications/Criteria 

Orphan drugs or FDA approved drugs designated with an orphan drug indication may 

be covered on a case-by-case basis, with prior authorization, for the FDA approved 

indications only. Only drugs FDA approved for marketing as Orphan Drugs or Biologics 

will be considered for coverage under this policy.  

The drug must be prescribed by a plan affiliated Specialist familiar with the treatment of 

the rare disease or condition.  

Those drugs listed at https://www.accessdata.fda.gov/scripts/opdlisting/oopd/ have 

been designated by the FDA as Orphan Designated Products approved for marketing. 

The list is maintained by the FDA and is subject to change.  

Physician and member must comply with all approved and/or limited distribution 

channels for the agent including specialty pharmacy vendors where applicable. 

Drug and/or biological coverage is subject to the terms and conditions of the member’s 

prescription drug rider and/or contract. 

Documentation submitted must include baseline subjective/objective laboratory or test 

results (dependent on drug and diagnosis).  If member started therapy while enrolled in 

a clinical trial, baseline laboratory or test results must be provided from prior to the start 

of the trial. 

For continuation of therapy request documentation must show improvement in 

symptoms/condition from baseline. 

 

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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MVP Health Care Medical Policy 

Pain Medications 

 

Type of Policy:  Drug Therapy 

Prior Approval Date:   08/01/2023 

Approval Date:       08/01/2024 

Effective Date:        10/01/2024 

Related Policies: Refer to the MVP Medicare website for the Medicare Part D 

formulary and     policies for drugs covered under the Part D 

benefit. 

 

Drugs Requiring Step Therapy and/or Prior Authorization 

Additional quantities exceeding the amounts identified in the chart below will require 

prior authorization.  The member is responsible for the applicable pharmacy copayment 

at each prescription fill/refill including any difference in cost between the generic and 

the brand name drug if a generic is available. Quantity limits apply to all brand and 

generic products.  

 

Brand Name Release 

Immedia

te (IR) 

Extende

d (ER) 

Chemical/Generic Name Requirement Quantity Limit 

every 30 days 

except as 

noted 

+Actiq® IR fentanyl citrate Prior 

authorization 

60 lozenges 

Arymo  ER morphine sulfate Step edit 90 tablets 

Avinza® ER morphine sulfate  Step edit 30 capsules 

Belbuca IR buprenorphine buccal 

film 

Quantity limit 60 films  
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Butrans® ER buprenorphine Step edit 4 patches/28 

days 

Conzip® ER tramadol Quantity limit  30 capsules 

Duragesic Patch ER fentanyl  Step edit 20 patches 

Embeda® ER morphine/naltrexone Step edit 60 capsules 

Exalgo™ ER hydromorphone Step edit 30 tablets 

+Fentora® IR fentanyl citrate Prior 

authorization 

60 tablets 

Hysingla ER ER hydrocodone bitartrate Step edit 60 tablets 

Kadian® ER morphine sulfate Step edit 90 capsules 

+Lazanda® IR fentanyl citrate nasal Prior 

Authorization 

7 bottles (56 

doses) 

Morphabond ER morphine sulfate Step edit 90 tablets 

MS Contin® ER morphine sulfate  Step edit 90 tablets 

Nucynta ER ER tapentadol Quantity limit  60 tablets 

Opana® ER ER oxymorphone HCL  Step edit 90 tablets 

Oxycontin® ER oxycodone HCL Step edit 90 tablets 

Sprix™ IR ketorolac tromethamine Prior 

authorization 

5 single-day 

spray bottles  

+Subsys® IR fentanyl Prior 

authorization 

60-unit dose 

sublingual 

spray 

Ultram® ER ER tramadol Quantity limit 30 tablets 

Xartemis XR ER oxycodone/acetaminoph

en 

Step edit 120 tablets 

Xtampza ER oxycodone HCL Step edit 60 capsules 

Zohydro™ER ER hydrocodone bitartrate  Step edit 60 capsules 
+ Part of the single shared system REMS, the transmucosal immediate-release fentanyl 

(TIRF) REMS Access Program. This includes brand names and generics. Outpatients, 

prescribers who prescribe to outpatients, pharmacies, and distributors must enroll in the 

program. For inpatient administration (e.g. hospitals, hospices, and long-term care 

facilities that prescribe for inpatient use, patient and prescriber enrollment is not 

required 

Overview 
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Pain medications are FDA approved for use in mild to severe pain. They are available in 

many dosage forms including tablets, capsules, nasal sprays, topical patches and other 

forms.   

The World Health Organization has issued the following guideline for the treatment of 

cancer pain.  If pain occurs, there should be prompt oral administration of drugs in the 

following order: nonopioids (aspirin and paracetamol); then, as necessary, mild opioids 

(codeine); then strong opioids such as morphine, until the patient is free of pain. To 

calm fears and anxiety, additional drugs – “adjuvants” – should be used.  To maintain 

freedom from pain, drugs should be given “by the clock”, that is every 3-6 hours, rather 

than “on demand”. This three-step approach of administering the right drug in the right 

dose at the right time is inexpensive and 80-90% effective. Surgical intervention on 

appropriate nerves may provide further pain relief if drugs are not wholly effective.1 

 

The Centers for Disease Control and Prevention (CDC)’s Clinical Practice Guidelines for 

Prescribing Opioids for Pain includes recommendations to clinicians providing pain care 

to patients aged 18 years and older. The guidelines address naloxone has part of a 

patient’s comprehensive pain management plan to mitigate opioid related harms. 

Naloxone is available through the pharmacy benefit without utilization management 

restrictions. 

Ketorolac nasal spray (Sprix) is indicated for short term (up to 5 days) management of 

moderate to moderately severe pain.  

Narcotic extended-release formulations are controlled release formulations indicated for 

the relief of moderate to severe pain requiring continuous, around-the-clock opioid 

therapy for an extended period of time. They are not indicated for treatment of acute 

pain (excluding Xartemis XR) or titration of opiate naive patients.  

Fentanyl and buprenorphine transdermal formulations are indicated for the 

management of persistent, moderate to severe chronic pain that requires continuous, 

around-the-clock opioid administration for an extended period of time, and cannot be 

managed by other means such as non-steroidal analgesics, opioid combination 

products, or immediate-release opioids. 

Fentanyl buccal (Fentora®), fentanyl oral transmucosal solid dosage forms, (Actiq® and 

generic), sublingual tablets (Abstral), Subsys sublingual spray and Lazanda nasal spray 

are indicated specifically for breakthrough cancer pain.  

Tramadol ER and tapentadol are centrally acting synthetic opioid analgesics indicated 

for moderate to severe chronic pain in adults who require around-the-clock treatment 

for an extended period of time. 

 

Indications/Criteria 
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A. Opioids for chronic use, greater than 3 months, will be considered if the ALL 

following is met in addition to other criteria: 

1. Must have current provider- patient opioid treatment agreement 

2. Must have a documented pain management treatment plan that addresses 

taper 

3. Must have documented verification of Prescription Monitoring Program 

Registry (if available) 

4. Must have addressed opioid overdose risk management if MME >90 

5. Documentation identifies at least one prescription for a chronic pain 

extended-release formulation in the preceding 90 days with immediate 

release formulations prescribed in quantities required for breakthrough 

pain   

B. Immediate Release Narcotic Formulations 

Fentanyl oral transmucosal, buccal, sublingual tablets, sublingual spray, and 

nasal spray dosage forms require prior authorization (for all quantities) and 

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

 

1. Persistent breakthrough cancer pain and currently on an around-the-clock 

extended release narcotic formulation of any of the following: at least 60 

mg of oral morphine/day, 25 mcg of transdermal fentanyl/hour, 30 mg of 

oxycodone/day, 8 mg oral hydromorphone/day, 25 mg oral 

oxymorphone/day or an equianalgesic dose of another opioid for at least 

seven days  

 

2. Other formulary immediate release narcotic pain medications such as 

morphine and oxycodone have not provided adequate breakthrough pain 

relief or are contraindicated or not tolerated.  After failure, 

contraindication, or intolerance to other formulary medications (e.g. 

morphine and oxycodone), fentanyl immediate release formulations must 

be tried in the following order: 

a. generic fentanyl 

b. brand name oral fentanyl dosage forms 

c. fentanyl sublingual spray 

d. fentanyl citrate nasal spray 

3. Ordered by or pursuant to the consult of an oncologist or pain 

management specialist 



 
MVP Health Care Medical Policy 

Pain Medication                         Page 5 of 10 

 

4. Documentation identifies at least one prescription for a chronic pain 

extended release formulation such as a morphine derivative, fentanyl 

patch or an equianalgesic dose of another opioid along with an 

immediate-release (IR) medication within the preceding 90 days    

5. If the request is for more than the quantity limit, documentation must 

demonstrate that the quantity is medically necessary. Documentation must 

support that the long-acting opioid is being titrated to maximize the 

around-the-clock dose and minimize the breakthrough pain (prn or “as 

needed”) dosing for the fentanyl oral product  

 

Initial approval will be for up to a maximum of 3 months and will be dose 

specific.   

Extensions of therapy will be approved for a maximum of 6 months if documentation 

provided identifies continued benefit from therapy and “rescue” doses used in a 24-

hour period and dosing of long-acting product has been evaluated and is appropriate. 

Increases in dose require a new request 

C. Extended Release Formulations 

Refer to chart for quantity limits that will be allowed per month by automated 

edit providing that the member's medication claim history has at least a seven-

day supply for an immediate release opioid within the preceding 90 days.   

Medication history requirement does not apply to tramadol ER and tapentadol ER 

however criteria below will apply if quantity limit is exceeded   

 

Requests for extended release dosage units in a quantity exceeding that available 

with the automated step edit described above may be considered medically 

necessary when all the following criteria are met:  

 

1. Documentation identifies an inadequate response to or a contraindication 

to dosing at recommended intervals since the advantage of using long 

acting products is the extended dosing schedule 

2. Documentation identifies persistent, moderate to severe pain that requires 

continuous, around-the-clock analgesia with a high potency opioid for an 

extended period of time (weeks to months) or longer 

3. Documentation must identify that the strength of the long-acting product 

has been evaluated and the supplemental dose of the short-acting 

analgesic is appropriate.  The number of “rescue” opioid doses during a 
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24-hour period can be a guide to determine whether the sustained release 

dose is appropriately dosed. 

 

Initial approval will be up to 6 months 

 

Extension requests will be approved up to 6 months if documentation provided 

identifies continued benefit from therapy and “rescue” doses used in a 24-hour period 

and dosing of long-acting product has been evaluated and is appropriate.  

 

D. Sprix may be considered medically necessary in adults when all the following are 

met: 

1. Moderate to severe pain post-surgery requiring analgesia at the opioid level 

2. Not able to take oral medications including liquids, sublingual, etc 

3. Approval will be for a maximum of 5 days per surgery 

4. No evidence of peptic ulcer disease or history of GI bleed, suspected or 

confirmed cerebrovascular bleeding, bleeding tendency, incomplete 

hemostasis or at high risk of bleeding,  

5. No evidence of advanced renal disease or risk for renal failure due to volume 

depletion 

 

Initial approval will be for 5 days within 6 months 

E. 7 Day Opioid Rule 

Initial prescriptions of immediate release opioids will be limited to a 7-day supply 

if the member has not filled the same opioid in the previous 60 days.   

 Approval for greater than a 7-day supply will be granted when: 

o For new enrollees with no prescription history- if the provider 

submits documentation supporting previous use of the opioid 

during the previous 60 days 

o There is a change in dose of the same opioid product (i.e. morphine 

IR 15mg tablet to morphine IR 30mg tablet) 

 This law will not apply to members with chronic pain due to cancer and 

sickle cell disease 

 

Approvals will be one time only 

 

 

F. 4 Opioid Prescriptions in 30 Day Rule 

 After 4 opioid prescriptions are filled in a 30-day period all additional opioid 

prescriptions will reject for the remainder of the 30 days. 
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 Approvals for greater than 4 opioid prescriptions will be allowed when: 

o The same opioid is being prescribed by providers in the same practice 

(i.e. multiple prescriptions for the same opioid during a 30-day period)  

o One immediate release product and one extended-release product are 

being prescribed by providers in the same practice 

o More than one opioid is being prescribed by providers in the same 

practice and rationale for multiple opioids or titration plan is provided 

o Members with a diagnosis of cancer or sickle cell or enrolled in hospice  

 

Approval will be for 3 months 

 

 The following will not be approved: 

o Multiple providers not in the same practice prescribing opioids for member 

 

Exclusions 

1. Age, dose, frequency of dosing, and/or duration of therapy outside of FDA 

approved package labeling 

2. Fentanyl oral transmucosal, buccal, sublingual tablets, sublingual spray, or nasal 

spray dosage forms used as monotherapy 

3. Extended release narcotic formulations in opioid naive members or for short-

term/acute use (excluding Xartemis XR). 

4. “As needed use” (also known as PRN) of an extended release opioid since the 

delivery mechanism is insufficient to treat pain immediately10. 

5. Coverage for use in non-approved indication not meeting MVP Experimental and 

Investigational policy. 

6. Coverage for concomitant use of long-acting pain medications without 

documented failure of single agents at maximal doses. 

7. Coverage for any pain medication in member with active and untreated alcohol 

or substance abuse without documentation of frequent ongoing evaluation 

including blood testing for abuse prevention.  

8. Combination of buprenorphine medications with opioids 
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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. 
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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  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 

♦ 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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 Preventive Care
 Drug List
Preventive care drugs are medications that the MVP Pharmacy & Therapeutics 
(P&T) Committee has determined may prevent the onset or recurrence of a disease 
or condition when taken correctly.

High-Deductible Health Plans (HDHPs) may 
provide benefits only after a deductible has been 
met. However, Federal regulations allow safe 
harbor coverage for qualifying preventive services 
and medications (those listed below) prior to the 
deductible being met. The preventive safe harbor 
does not include any drug or medication used to 
treat an existing illness, injury, or condition. A rider 
to allow this preventive coverage is required.

Medications on the Preventive Care Drug List 
are subject to Formulary and Tier status as well 
as pharmacy management programs such as 
prior authorization, step therapy, brand / generic 
difference pricing, and / or quantity limits. Visit 
mvphealthcare.com/prescriptions and refer to 
the Prescription Drug Formulary for more detailed 
information about coverage and Tier information.

This list is not a guarantee of coverage. Your 
specific plan documents determine your benefits, 
limitations, and exclusions. While every effort has 
been made to ensure accuracy, some information 
may be out of date. The Preventive Care Drug List is 
subject to change based on decisions made by the 
P&T Committee.

For drugs on this list that have a generic equivalent, 
the member will be responsible for an additional 
cost‑share if there is a difference in cost between 
the brand and the generic drug. Some plans do not 
cover brand drugs when a generic is available.

If you need more information about the content of 
this list, contact the MVP Customer Care Center at 
the number listed on the back of your MVP Member 
ID card.

https://www.mvphealthcare.com/prescriptions


Anticoagulants/Antiplatelets
ANTICOAGULANTS
warfarin
Jantoven
ELIQUIS
XARELTO

PLATELET AGGREGATION INHIBITORS
anagrelide
cilostazol
clopidogrel
dipyridamole

dipyridamole ext-rel/
aspirin
prasugrel
AGRYLIN
BRILINTA

EFFIENT
PLAVIX
PLETAL
YOSPRALA
ZONTIVITY

Anticonvulsants
carbamazepine
carbamazepine ext-rel
divalproex sodium 
delayed-rel
divalproex sodium ext-rel
felbamate
lamotrigine
lamotrigine ext-rel

phenobarbital
topiramate
topiramate ext-rel
valproic acid
Epitol
CARBATROL
DEPAKOTE

DEPAKOTE ER
DEPAKENE SOLN
DIACOMIT
EPRONTIA
FINTEPLA
LAMICTAL
LAMICTAL XR

QUDEXY XR
SUBVENITE
TEGRETOL
TEGRETOL-XR
TOPAMAX
TROKENDI XR

Cardiovascular Conditions—Other
ANTIARRHYTHMIC AGENTS
amiodarone
flecainide

sotalol
Pacerone

BETAPACE

Coronary Artery Disease
ANTIHYPERLIPIDEMICS
atorvastatin
cholestyramine
colesevelam
colestipol
ezetimibe
fenofibrate
fenofibrate micronized
fenofibric acid
fenofibric acid delayed-rel
fluvastatin
fluvastatin ext-rel
gemfibrozil
icosapent ethyl
lovastatin
niacin ext-rel

omega-3-acid ethyl esters
pravastatin
rosuvastatin
simvastatin
Niacor
Prevalite
ANTARA
ATORVALIQ
COLESTID
CRESTOR
EZALLOR SPRINKLE
FENOFIBRIC ACID
FENOGLIDE
FIBRICOR
FLOLIPID

JUXTAPID
LESCOL XL
LIPITOR
LIPOFEN
LIVALO
LOPID
LOVAZA
QUESTRAN LIGHT
TRICOR
TRILIPIX
VASCEPA
WELCHOL
ZETIA
ZOCOR
ZYPITAMAG

COMBINATION 
ANTIHYPERLIPIDEMICS
amlodipine/atorvastatin
ezetimibe/simvastatin
CADUET
VYTORIN

Preventive Care Drug List� Page 2

Some strengths or dosage forms may not be included in the Preventive Therapy Drug List and certain products or categories may not be covered, 
regardless of their appearance in this document. Please check with your plan provider should you have any questions about coverage.
Please note: This list represents brand products in CAPS, branded generics in upper- and lowercase italics or all uppercase italics, and generic products in 
all lowercase italics.
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 Diabetes
DIAGNOSTIC AGENTS 
AND SUPPLIES
alcohol swabs/skin 
cleanser
BLOOD GLUCOSE 
MONITORS—ALL
BLOOD GLUCOSE STRIPS—
ALL
CONTROL SOLUTIONS
INSULIN DELIVERY 
DEVICES
INSULIN SYRINGES, 
INFUSION SETS, AND 
NEEDLES—ALL
KETONE BLOOD TEST 
STRIPS—ALL
LANCETS, LANCET 
DEVICES
URINE TESTING STRIPS—
ALL
Over-the-Counter (OTC) products 
require a prescription. Coverage may 
vary by plan.

INHALED DIABETES 
AGENTS
AFREZZA

INJECTABLE DIABETES 
AGENTS
ADMELOG
APIDRA
BASAGLAR
BYDUREON BCISE
BYETTA
FIASP
HUMALOG
HUMULIN
INSULIN ASPART
INSULIN DEGLUDEC
INSULIN GLARGINE
INSULIN LISPRO
LANTUS
LEVEMIR
LYUMJEV
MOUNJARO
MYXREDLIN
NOVOLIN
NOVOLOG
OZEMPIC
REZVOGLAR
SEMGLEE
SOLIQUA
SYMLINPEN
TOUJEO
TRESIBA
TRULICITY
VICTOZA

ORAL DIABETES AGENTS
acarbose
alogliptin/metformin
diazoxide
glimepiride
glipizide
glipizide ext-rel
glipizide/metformin
glyburide
glyburide micronized
glyburide/metformin
metformin
metformin ext-rel
miglitol
nateglinide
pioglitazone
pioglitazone/glimepiride
pioglitazone/metformin
repaglinide
ACTOPLUS MET
ACTOS
AMARYL
CYCLOSET
DUETACT
FARXIGA
GLUCOTROL XL
GLUMETZA
GLYNASE
GLYXAMBI

INVOKAMET
INVOKAMET XR
INVOKANA
JANUMET
JANUMET XR
JANUVIA
JARDIANCE
JENTADUETO
JENTADUETO XR
KAZANO
RIOMET
RYBELSUS
SYNJARDY
SYNJARDY XR
TRADJENTA
TRIJARDY XR
XIGDUO XR

Hypertension
ACE INHIBITORS/ANGIOTENSIN II RECEPTOR ANTAGONISTS AND COMBINATION AGENTS
amlodipine/benazepril
benazepril
benazepril/
hydrochlorothiazide
candesartan
candesartan/
hydrochlorothiazide
captopril
enalapril

enalapril/
hydrochlorothiazide
fosinopril
fosinopril/
hydrochlorothiazide
irbesartan
irbesartan/
hydrochlorothiazide
lisinopril

lisinopril/
hydrochlorothiazide
losartan
losartan/
hydrochlorothiazide
moexipril
olmesartan
olmesartan/
hydrochlorothiazide

perindopril
quinapril
quinapril/
hydrochlorothiazide
ramipril
telmisartan
telmisartan/
hydrochlorothiazide
trandolapril

Please note: This list represents brand products in CAPS, branded generics in upper- and lowercase italics or all uppercase italics, and generic products in 
all lowercase italics.



trandolapril/verapamil 
ext-rel
valsartan
valsartan/
hydrochlorothiazide
ACCUPRIL
ACCURETIC
ALTACE
ATACAND
AVALIDE
AVAPRO
BENICAR
BENICAR HCT
COZAAR
DIOVAN
DIOVAN HCT
EDARBI
EDARBYCLOR
EPANED
HYZAAR
LOTENSIN
LOTENSIN HCT
LOTREL
MICARDIS
MICARDIS HCT
PRESTALIA
QBRELIS
VALSARTAN
VASERETIC
VASOTEC
ZESTORETIC
ZESTRIL

BETA-BLOCKERS AND 
COMBINATION AGENTS
acebutolol
atenolol
atenolol/chlorthalidone
betaxolol
bisoprolol
bisoprolol/
hydrochlorothiazide
carvedilol
carvedilol phosphate ext-
rel

labetalol
metoprolol
metoprolol succinate ext-
rel
metoprolol/
hydrochlorothiazide
nadolol
nebivolol
pindolol
propranolol
propranolol ext-rel
timolol maleate
BYSTOLIC
COREG
COREG CR
CORGARD
LOPRESSOR
TENORETIC
TENORMIN
TOPROL-XL
TRANDATE
ZIAC

CALCIUM CHANNEL 
BLOCKERS AND 
COMBINATION AGENTS
amlodipine
diltiazem
diltiazem ext-rel
diltiazem XR
felodipine ext-rel
isradipine
nicardipine
nifedipine
nifedipine ext-rel
nimodipine
nisoldipine ext-rel
verapamil
verapamil ext-rel
Cartia XT
Dilt-XR
Matzim LA
Nifediac CC
Taztia XT
CARDIZEM

CARDIZEM CD
CARDIZEM LA
KATERZIA
NORLIQVA
NORVASC
NYMALIZE
PROCARDIA XL
SULAR
TIAZAC
VERAPAMIL ER
VERELAN
VERELAN PM

DIURETICS
amiloride
amiloride/
hydrochlorothiazide
bumetadine
chlorthalidone
furosemide oral solution
hydrochlorothiazide
indapamide
metolazone
spironolactone
spironolactone/
hydrochlorothiazide
torsemide
triamterene
triamterene/
hydrochlorothiazide
ALDACTONE
ALDACTAZIDE
BUMEX
DIURIL
DYRENIUM
LASIX
MAXZIDE

OTHER 
ANTIHYPERTENSIVE 
AGENTS
aliskiren
amlodipine/olmesartan
amlodipine/telmisartan
amlodipine/valsartan
amlodipine/valsartan/ 
hydrochlorothiazide
clonidine
clonidine transdermal
doxazosin
eplerenone
guanfacine
hydralazine
isoxsuprine
methyldopa
olmesartan/amlodipine/ 
hydrochlorothiazide
prazosin
terazosin
AZOR
CARDURA
CATAPRES-TTS
EXFORGE
EXFORGE HCT
TEKTURNA
TEKTURNA HCT
TRIBENZOR

SUPPLIES
BLOOD PRESSURE 
MONITORING—
ACCESSORIES, DEVICE, 
KIT
Over-the-Counter (OTC) products 
require a prescription. Coverage may 
vary by plan.

Preventive Care Drug List� Page 4

Hypertension continued.

Please note: This list represents brand products in CAPS, branded generics in upper- and lowercase italics or all uppercase italics, and generic products in 
all lowercase italics.



Mental Health
ANTIDEPRESSANTS
amitriptyline
amoxapine
bupropion
bupropion ext-rel
citalopram
desipramine
desvenlafaxine ext-rel
doxepin
duloxetine delayed-rel
escitalopram
fluoxetine
fluoxetine delayed-rel
imipramine HCl
imipramine pamoate
mirtazapine
Nefazodone
nortriptyline
olanzapine/fluoxetine
paroxetine HCl
paroxetine HCl ext-rel
phenelzine
protriptyline
sertraline
tranylcypromine
trazodone
trimipramine
venlafaxine

venlafaxine ext-rel
vilazodone
ANAFRANIL
CELEXA
CYMBALTA
DESVENLAFAXINE ER
EFFEXOR XR
EMSAM
FETZIMA
FLUOXETINE 60 mg
FORFIVO XL
LEXAPRO
NARDIL
NORPRAMIN
PAMELOR
PARNATE
PAXIL
PAXIL CR
PEXEVA
PRISTIQ
PROZAC
REMERON
SERTRALINE
SYMBYAX
TRINTELLIX
WELLBUTRIN SR
ZOLOFT

ANTIPSYCHOTICS
aripiprazole
asenapine
chlorpromazine
clozapine
fluphenazine
haloperidol
haloperidol lactate
lithium carbonate
loxapine
lurasidone
olanzapine
olanzapine orally 
disintegrating tabs
paliperidone
perphenazine
quetiapine
quetiapine ext-rel
risperidone
thioridazine
thiothixene
trifluoperazine
ziprasidone
ABILIFY
ABILIFY ASIMTUFII
ABILIFY MAINTENA
ABILIFY MYCITE
ARISTADA

CLOZARIL
EQUETRO
FANAPT
GEODON
HALDOL DECANOATE
INVEGA
INVEGA SUSTENNA
INVEGA TRINZA
LATUDA
LITHOBID
LYBALVI
PERSERIS
REXULTI
RISPERDAL
RISPERDAL CONSTA
SAPHRIS
SEROQUEL
SEROQUEL XR
VERSACLOZ
VRAYLAR
ZYPREXA
ZYPREXA ZYDIS

OBSESSIVE 
COMPULSIVE DISORDER
clomipramine
fluvoxamine
fluvoxamine ext-rel

Osteoporosis
alendronate
calcitonin
calcitonin/salmon
ibandronate
raloxifene

risedronate
ACTONEL
ATELVIA
BINOSTO
EVISTA

FORTEO
FOSAMAX
FOSAMAX PLUS D
MIACALCIN NASAL SPRAY
PROLIA

TERIPARATIDE
TYMLOS

Preventive Care Services
AGENTS FOR CHEMICAL DEPENDENCY
acamprosate calcium
buprenorphine sublingual

buprenorphine/naloxone 
sublingual
disulfiram

naltrexone
SUBOXONE FILM
VIVITROL

ZUBSOLV

Preventive Care Drug List� Page 5

Please note: This list represents brand products in CAPS, branded generics in upper- and lowercase italics or all uppercase italics, and generic products in 
all lowercase italics.



Respiratory Disorders
RESPIRATORY AGENTS
albuterol inh solution
arformoterol inh soln
budesonide suspension
budesonide/formoterol
fluticasone furoate/
vilanterol ellipta
fluticasone propionate HFA
fluticasone/salmeterol
ipratropium inh solution
levalbuterol inh soln
montelukast
terbutaline
zafirlukast
zileuton ext-rel
Breyna
Wixela Inhub
ACCOLATE
ADVAIR
ADVAIR HFA
AIRDUO RESPICLICK

ANORO ELLIPTA
ARMONAIR DIGIHALER
ARNUITY ELLIPTA
ASMANEXHFA
BROVANA
BREO ELLIPTA
FLOVENT DISKUS
FLOVENT HFA
INCRUSE ELLIPTA
PULMICORT
PULMICORT FLEXHALER
QVAR REDIHALER
SEREVENT DISKUS
SINGULAIR
SPRIVA HANDIHALER
SPIRIVA RESPIMAT 1.25 
mcg
STIOLTO
SYMBICORT
XOPENEX
ZYFLO

SUPPLIES
PEAK FLOW METERS

DENTAL CARIES 
PREVENTION
PEDIATRIC 
MULTIVITAMINS 
WITH FLUORIDE—ALL 
MARKETED PRODUCTS

IMMUNOSUPPRESSIVE 
AGENTS
cyclosporine caps
everolimus
mycophenolate mofetil
mycophenolate sodium 
delayed-rel
sirolimus
tacrolimus
Gengraf
ASTAGRAF XL
CELLCEPT
ENVARSUS XR

MYFORTIC
NEORAL
PROGRAF
RAPAMUNE
SANDIMMUNE
ZORTRESS

PRENATAL VITAMINS
PRENATAL VITAMINS

Preventive Care Drug List� Page 6
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MVP Health Care Medical Policy 

Pulmonary Hypertension (Advanced Agents) Commercial 

 

Type of Policy:   Drug/Medical Therapy 

Prior Approval Date:   08/01/2023 

Approval Date:   06/01/2024 

Effective Date:   06/01/2024 

Related Policies:   Pulmonary Hypertension (Advanced Agents) Medicaid and HARP 

 

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

policies. 

 

Codes Requiring Prior Authorization (covered under the medical benefit) 

J1325 Flolan (Injection, epoprostenol, 0.5mg)  

J3285 Remodulin (Injection, treprostinil, 1mg) 

J3490 Revatio (Injection, sildenafil)  

J1325 Veletri (Injection, epoprostenol, 0.5mg) 

 

Drugs Requiring Prior Authorization (covered under the pharmacy benefit except 

as noted above) 

Adcirca, Alyq, Tadliq (tadalafil)     

Adempas (riociguat)     

Letairis (ambrisentan)      

Opsumit (macitentan)                      

Orenitram (treprostinil)      

Revatio suspension (sildenafil) 

Revatio Oral Tablet (sildenafil) 

Tracleer (bosentan) 

Tyvaso (Inhalation solution, treprostinil) 

Uptravi (selexipag) 

Ventavis (iloprost) 

Winrevair (sotatercept) 

 

Medicare Variation 
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J7686 Tyvaso (Inhalation solution, treprostinil, 1.74mg) covered under the medical benefit 

and must be obtained through a pharmacy 

 

Q4074 Ventavis (Inhalation solution, iloprost, up to 20mcg) covered under the medical 

benefit and must be obtained through a pharmacy 

 

J3490 Revatio (Injection, sildenafil) B/D coverage dependent upon place of service 

 

Overview 

Pulmonary arterial hypertension (PAH) is a condition resulting from restricted flow 

through the pulmonary arterial circulation causing increased pulmonary vascular 

resistance and ultimately right heart failure.12 The World Health Organization (WHO) has 

classified the different types of pulmonary hypertension.  The drugs identified in this 

policy are indicated for WHO Group I.  The WHO classifications identify the causes of 

PAH.  The New York Heart Association (NYHA) has developed classes of PAH according 

to the level of function and associated symptoms.  The drugs identified in this policy are 

indicated for a variety of NYHA functional classes. 

 

 

 

Class WHO Modified New York Heart Association Functional Classification (WHO 1998) 

I 
Patients with pulmonary hypertension but without resulting limitation of physical activity. Ordinary 

physical activity does not cause undue dyspnea or fatigue, chest pain or near syncope. 

II 

Patients with pulmonary hypertension resulting in slight limitation of physical activity. They are 

comfortable at rest. Ordinary physical activity causes undue dyspnea or fatigue, chest pain or near 

syncope. 

III 

Patients with pulmonary hypertension resulting in marked limitation of physical activity. They are 

comfortable at rest. Less than ordinary activity causes undue dyspnea or fatigue, chest pain or 

near syncope. 

IV 

Patients with pulmonary hypertension with inability to carry out any physical activity without 

symptoms. These patients’ manifest signs of right heart failure. Dyspnea and/or fatigue may be 

present at rest. Discomfort is increased by any physical activity. 

 

 

Indications/Criteria 

Drug/ PAH Indication Chemical 

Name 

Mechanism of Action 

Adcirca , Alyq, Tadliqare  indicated to improve 

exercise ability. 

tadalafil 

tablets, 

suspension 

phosphodiesterase 5 (PDE5) 

inhibitor 
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Adempas® is indicated to improve exercise 

capacity, improve WHO functional class, and to 

delay clinical worsening. 

riociguat 

tablets 

Stimulator of soluble guanylate 

cyclase (sGC) 

Flolan® is indicated to improve exercise capacity epoprostenol 

injection 

prostacyclin vasodilator and 

platelet aggregation inhibitor 

Letairis™ is indicated to improve exercise ability and 

delay clinical worsening. 

ambrisentan 

tablets 

endothelin receptor antagonist 

(ERA) 

Opsumit® is indicated to delay disease progression 

which includes death, IV or subcutaneous 

prostanoids initiation, decreased 6-minute walk 

distance, worsened symptoms, and need for 

additional treatment. Also reduced hospitalization 

due to pulmonary arterial hypertension. 

macitentan 

tablets 

endothelin receptor antagonist 

Orenitram® is indicated to improve exercise 

capacity 

treprostinil 

tablets 

prostacyclin vasodilator and 

platelet aggregation inhibitor 

Remodulin™ is administered as a continuous SQ or 

IV (for those not able to tolerate SQ) infusion. It is 

indicated to diminish symptoms associated with 

exercise. It is also indicated to diminish the rate of 

clinical deterioration for patients requiring transition 

from epoprostenol. 

treprostinil 

injection 

prostacyclin vasodilator and 

platelet aggregation inhibitor 

Revatio® oral tablets are indicated to improve 

exercise ability and delay clinical worsening (when 

used with epoprostenol) 

sildenafil 

tablets 

phosphodiesterase 5 (PDE5) 

inhibitor 

Revatio® Injection is for patients who are currently 

prescribed oral Revatio and who are temporarily 

unable to take oral medication.  

sildenafil 

injection 

phosphodiesterase 5 (PDE5) 

inhibitor 

Tracleer® is indicated to improve exercise ability and 

decrease the rate of clinical worsening. 

bosentan 

tablets 

endothelin receptor antagonist 

Tyvaso® is to increase walk distance. treprostinil 

inhalation soln 

prostacyclin vasodilator and 

platelet aggregation inhibitor 

Uptravi is indicated to delay disease progression 

and reduce risk of hospitalization 

Selexipag 

tablets 

Prostacyclin receptor agonist 

Ventavis™ is to improve exercise ability, improve 

symptoms, and decrease the rate of clinical 

worsening. 

iloprost 

inhalation soln 

prostacyclin vasodilator and 

platelet aggregation inhibitor 

Veletri is indicated to improve exercise capacity epoprostenol 

injection 

prostacyclin vasodilator and 

platelet aggregation inhibitor 

Winrevair is indicated for the treatment of 

pulmonary hypertension (WHO Group 1) to increase 

exercise capacity, improve WHO functional class and 

redice the risk of clinical worsening events 

Sotatercept, 

powder for 

injection  

Activin signaling inhibitors for PAH 

   

A. For all medications, all of the following criteria must be met in addition to the specific 

medication criteria in Section B:  

• The specific medication is being prescribed for an FDA approved indication and is 

appropriate for the functional class diagnosis.  

• Prescribed by or in consult with pulmonologist or cardiologist 
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• Member has a confirmed diagnosis of WHO Group I idiopathic Pulmonary 

Arterial Hypertension (PAH), heritable PAH, or PAH associated with connective 

tissue diseases.   

o A diagnosis of congenital heart disease with left-to-right shunts is also 

acceptable for Tracleer 

o  A diagnosis of congenital systemic-to-pulmonary shunts is acceptable for 

Remodulin. 

o  Adempas is also indicated for persistent/recurrent Chronic 

Thromboembolic Pulmonary Hypertension (WHO Group 4) if inoperable or 

after surgical treatment. 

• Documented right heart catheterization identifying the following: 

o Mean pulmonary artery pressure (mPAP) greater than or equal to 20 

mmHg at rest  

• Documentation of vasoreactive testing  

o Documentation with rationale must be provided for members that have 

not been tested.  A limited number of patients with idiopathic, familial, or 

anorexigen-induced PAH who are vasoreactive positive may respond 

favorably to calcium channel blockers. 

• Documentation that PAH is not secondary to pulmonary venous hypertension 

(e.g., left sided atrial or ventricular disease, left sided valvular heart disease, etc.) 

or disorders of the respiratory system (e.g., chronic obstructive pulmonary 

disease, interstitial lung disease, obstructive sleep apnea or other sleep 

disordered breathing, alveolar hypoventilation disorders, etc.)17. 

• Baseline six-minute walk test results must be provided with initial request.  

Documentation of a current six-minute walk test must be provided with requests 

for continuation of therapy. 

• Provider attestation that a risk/benefit evaluation and adequate patient 

counseling was performed for members who are pregnant and are prescribed 

these medications.  

o Note: Letairis, Opsumit, Tracleer, and Adempas are contraindicated in 

pregnancy and can only be prescribed and dispensed through a restricted 

distribution program. 

• Oral agents are preferred for initial therapy except for patients that present with 

functional class IV. 

•  Member  specific clinical documentation and supporting clinical literature will be 

reviewed for members not meeting the criteria contained in this policy.  

• Combination requests will be reviewed when monotherapy has failed and 

supporting clinical literature is provided and is consistent with the American 

College of College of Cardiology consensus statement   
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B. Member must meet the criteria in Section A and the drug specific criteria below:  

• Adempas 

o For new starts only: documented failure with either an oral PDE-5 inhibitor 

approved for the treatment of PAH OR an endothelin receptor antagonist 

o  

• Flolan 

o When used for the treatment of pulmonary hypertension associated with 

scleroderma spectrum of disease, the documentation of one of the 

following is provided:  

▪ Rapidly progressive NYHA Class III OR 

▪ NYHA Class IV heart failure who have progressed while on 

Remodulin or Tracleer therapy. 

• Orenitram  

o Documentation that Orenitram is add-on therapy after failure of 

maximized dose of oral PDE5 or ERA.  

o The use of inhaled treprostinil is preferred and documentation must 

identify contraindication to inhaled or rationale for oral use. 

• Opsumit 

o For new starts only: documented failure with Letairis 

• Remodulin 

o Oral agents are preferred for initial therapy for class II and class III. 

• Revatio 

o For new starts only: Supporting documentation must identify failure or 

intolerance to Adcirca 

• Tracleer 

o For new starts only: supporting documentation must identify failure or 

intolerance to Letairis.  

o For members with class II, documentation of  risk of liver injury vs benefit 

must be provided 

• Tyvaso 

o Documentation that Tyvaso is add-on therapy after failure of oral therapy 

of PDE5 or ERA. 

• Uptravi 

• Documentation that Uptravi is add-on therapy after failure of oral therapy of 

PDE5 or ERAVeletri 

o When used for the treatment of pulmonary hypertension associated with 

scleroderma spectrum of disease, the documentation of one of the 

following is provided:  

▪ Rapidly progressive NYHA Class III OR 

▪ NYHA Class IV heart failure who have progressed while on 

Remodulin or Tracleer therapy. 

• Winrevair 
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o Documentation of a failure to double therapy for PAH for at least 2 

months. Documentation must include dates of use. 

o Documentation that the member has baseline WHO Group I 

o Documentation that the member has baseline functional class II or III 

o Provider attestation that hemoglobulin and platelet count will be obtained 

prior to the first five doses 

▪ Treatment cannot be initiated if platelet count is <50,000mm3 

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

o Documentation of left ventricular ejection fraction >45% 

o Member does not human immunodeficiency virus (HIV)-associated PAH, 

PAH associated with portal hypertension, schistosomiasis, associated PAH, 

and pulmonary veno occlusive disease. 

 

 

 

   

     

     

     •  

    •  

     

     

    •  

     

     

     

     

     

     

    •  

 

Initial authorization will be limited to 3 months except for Revatio injection which will 

be approved for 4 weeks. Revatio Injection is for short-term use only.  

 

Extended authorizations will be up to 3 years except for Winrevair which will be 

approved for 1 year. All extension requests require documentation of clinical response 

including but not limited to  

• Improvement in exercise capacity (6-minute walk test) versus baseline; 

• Improvement in NYHA class versus baseline;  
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• Lack of deterioration. Deterioration is defined as at least two of the following:  

o refractory systolic arterial hypotension (blood pressure, < 85mm Hg);  

o worsening right ventricular failure (e.g. development of refractory edema 

or ascites);  

o rapidly progressing cardiogenic, hepatic, or renal failure;  

o decrease of at least 30% in the 6-minute walk test;  

o decline in measures of hemodynamic function such as central venous 

pressure and mixed oxygen saturation.  

 

 

Exclusions 

•  Age, dose, indication, frequency of dosing, and/or duration of therapy outside of 

FDA approved package labeling 

• Treatment of erectile dysfunction. 

• Use in COPD, severe asthma, CHF, lung resection, ischemic vascular disease. 

• Adempas 

o Use with nitrate or nitric donors in any form 

o Use with PDE inhibitors 

o Concomitant use of other soluble guanylate cyclase 

o Pulmonary hypertension associated with idiopathic interstitial pneumonias 

o Members with pulmonary veno-occlusive disease (PVOD) 

o Creatine clearance <15mL/min or on dialysis 

o Severe hepatic impairment (Child Pugh C) 

• Adcirca 

o Use with nitrate or nitric donors in any form 

o Concomitant guanylate cyclase stimulators 

o Members with pulmonary veno-occlusive disease (PVOD) 

• Flolan 

o Members with congestive heart failure due to severe left ventricular systolic 

dysfunction 

• Letairis 

o Members with idiopathic pulmonary fibrosis 

o Members with moderate or severe hepatic impairment 

• Opsumit 

o Members with severe anemia at the start of therapy 

o OrenitramSevere hepatic impairment (Child Pugh C) 

• Remodulin 

o Severe hepatic impairment (Child Pugh C) 

• Revatio 

o Use with nitrate or nitric donors in any form 
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o Members with pulmonary veno-occlusive disease (PVOD) 

o Pulmonary hypertension secondary to sickle cell disease 

• Tracleer 

o Moderate to severe hepatic impairment (Child Pugh B and C) 

o Members with pulmonary veno-occlusive disease (PVOD) 

o Aminotransferases >3 x ULN 

o Severe hepatic impairment (Child Pugh C) 

• Veletri 

o Congestive heart failure due to severe left ventricular systolic dysfunction 

• Winrevair 

o Members with pulmonary veno-occlusive disease (PVOD) 

o Human immunodeficiency virus (HIV)-associated PAH 

o PAH associated with portal hypertension 

o Schistosomiasis associated PAH 

o Members with WHO groups 2,3,4 or 5 

o Left ventricular ejection fraction <45% 
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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 
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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 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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MVP Health Care Medical Policy 

Pulmonary Hypertension (Advanced Agents) Medicaid and HARP 

 

Type of Policy:    Drug/Medical Therapy 

Prior Approval Date:   08/01/2023 

Approval Date:    08/01/2024 

Effective Date:     10/01/2024 

Related Policies: Pulmonary Hypertension (Advanced Agents) Commercial,  

Prescription Drugs with Sexual Dysfunction/Erectile Dysfunction 

Indication (Medicaid and HARP) 

 

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

policies. 

 

Codes Requiring Prior Authorization (covered under the medical benefit) 

J1325 Flolan (Injection, epoprostenol, 0.5mg)  

J3285 Remodulin (Injection, treprostinil, 1mg) 

J3490 Revatio (Injection, sildenafil)  

J1325 Veletri (Injection, epoprostenol, 0.5mg) 

Overview 

Pulmonary arterial hypertension (PAH) is a conditionresulting from restricted flow 

through the pulmonary arterial circulation causing increased pulmonary vascular 

resistance and ultimately right heart failure.12 The World Health Organization (WHO) has 

classified the different types of pulmonary hypertension.  The drugs identified in this 

policy are indicated for WHO Group I.  The WHO classifications identify the causes of 

PAH.  The New York Heart Association (NYHA) has developed classes of PAH according 

to the level of function and associated symptoms.  The drugs identified in this policy are 

indicated for a variety of NYHA functional classes. 

 

Class WHO Modified New York Heart Association Functional Classification (WHO 1998) 

I 
Patients with pulmonary hypertension but without resulting limitation of physical activity. Ordinary 

physical activity does  not cause undue dyspnea or fatigue, chest pain or near syncope. 

II 

Patients with pulmonary hypertension resulting in slight limitation of physical activity. They  are 

comfortable at rest. Ordinary physical activity causes undue dyspnea or fatigue, chest pain or near 

syncope. 
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III 

Patients with pulmonary hypertension resulting in marked limitation of physical activity. They are 

comfortable at rest. Less than ordinary activity causes undue dyspnea or fatigue, chest pain or 

near syncope. 

IV 

Patients with pulmonary hypertension with inability to carry out any physical activity without 

symptoms. These patients’ manifest signs of right heart failure. Dyspnea and/or fatigue may be 

present at rest. Discomfort is increased by any physical activity. 

 

 

Indications/Criteria 

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 

 

Drug/ PAH Indication Chemical Name Mechanism of Action 

Flolan® is indicated to improve exercise capacity epoprostenol 

injection 

prostacyclin vasodilator and 

platelet aggregation inhibitor 

Remodulin™ is administered as a continuous SQ or 

IV (for those not able to tolerate SQ) infusion. It is 

indicated to diminish symptoms associated with 

exercise. It is also indicated to diminish the rate of 

clinical deterioration for patients requiring transition 

from epoprostenol. 

treprostinil 

injection 

prostacyclin vasodilator and 

platelet aggregation inhibitor 

Revatio® Injection is for patients who are currently 

prescribed oral Revatio and who are temporarily 

unable to take oral medication.  

sildenafil 

injection 

phosphodiesterase 5 (PDE5) 

inhibitor 

Veletri is indicated to improve exercise capacity epoprostenol 

injection 

prostacyclin vasodilator and 

platelet aggregation inhibitor 

   

A. For all medications, all of the following criteria must be met in addition to the specific 

medication criteria in Section B:  

 The specific medication is being prescribed for an FDA approved indication and is 

appropriate for the functional class diagnosis. Prescribed by or in consult with 

pulmonologist or cardiologist 

 Member has a confirmed diagnosis of WHO Group I idiopathic Pulmonary 

Arterial Hypertension (PAH), heritable PAH, or PAH associated with connective 

tissue diseases.   

o A diagnosis of congenital systemic-to-pulmonary shunts is acceptable for 

Remodulin. 



 
MVP Health Care Medical Policy 

Pulmonary Hypertension (Advanced Agents) Medicaid and HARP     Page 3 of 9 

 Documented right heart catheterization identifying the following: 

o Mean pulmonary artery pressure (mPAP) greater than 20mmHg at rest  

 Documentation of vasoreactive testing  

o Documented rationale  must be provided for members that have not been 

tested.  A limited number of patients with idiopathic, familial, or 

anorexigen-induced PAH who are vasoreactive positive may respond 

favorably to calcium channel blockers. 

 Documentation that PAH is not secondary to pulmonary venous hypertension 

(e.g., left sided atrial or ventricular disease, left sided valvular heart disease, etc.) 

or disorders of the respiratory system (e.g., chronic obstructive pulmonary 

disease, interstitial lung disease, obstructive sleep apnea or other sleep 

disordered breathing, alveolar hypoventilation disorders, etc.)17. 

 Baseline six-minute walk test results must be provided with initial request.  

Documentation of current six-minute walk test must be provided with requests 

for continuation of therapy. 

 Provider attestation that a  risk/benefit evaluation and adequate patient 

counseling was  performed for members who are pregnant and are prescribed 

these medications 

 PDE5 inhibitors (including sildenafil), will only be covered when prescribed to 

treat a condition other than sexual or erectile dysfunction, for which the drug has 

been approved by the Food and Drug Administration (FDA).  PDE5 inhibitors for 

the treatment of erectile dysfunction are excluded from coverage. 

o Per the Prescription Drugs with Sexual Dysfunction/Erectile Dysfunction 

Indication (Medicaid and HARP) policy, all requests will require validation 

with the Erectile Dysfunction Verification System (EDVS) each time a drug 

with SD/ED indication is requested, to determine the enrollees sex 

offender status 

 

 Oral agents are preferred for initial therapy except for members that present with 

functional class IV. 

 Member specific clinical documentation and supporting clinical literature will be 

reviewed for patients not meeting the criteria contained in this policy. 

 Combination requests will be reviewed when monotherapy has failed and 

supporting clinical literature is provided and is consistent with the American 

College of College of Cardiology consensus statement.  
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      

    .fhsc.com/downloads/providers/NYRx_PDP_PDL.pdf 

 

      

 

  X X   

 

B . Member must meet the criteria in Section A and the drug specific criteria below: 

 Flolan 

o When used for the treatment of pulmonary hypertension associated with 

scleroderma spectrum of disease, the documentation of one of the 

following is provided:  

 Rapidly progressive NYHA Class III OR 

 NYHA Class IV heart failure who have progressed while on 

Remodulin or Tracleer therapy. 

 Remodulin 

o Supporting documentation must identify failure or intolerance to self-

administered products as initial therapy for class II and class III. Covered 

products can be found in the NYS Reimbursable Drug List 

https://www.emedny.org/info/fullform.pdf and the NYS Preferred Drug 

Program 

https://newyork.fhsc.com/downloads/providers/NYRx_PDP_PDL.pdf 
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 Revatio 

o Supporting documentation must identify failure or intolerance to self-

administered products for new starts only. Covered products can be found 

in the NYS Reimbursable Drug List 

https://www.emedny.org/info/fullform.pdf and the NYS Preferred Drug 

Program 

https://newyork.fhsc.com/downloads/providers/NYRx_PDP_PDL.pdf 

 Veletri 

o When used for the treatment of pulmonary hypertension associated with 

scleroderma spectrum of disease, the documentation of one of the 

following is provided:  

 Rapidly progressive NYHA Class III OR 

 NYHA Class IV heart failure who have progressed while on 

Remodulin or Tracleer therapy. 

 

 

Initial authorization will be limited to 3 months except for Revatio injection which will 

be approved for 4 weeks. (Revatio Injection is for short-term use only.)  

 

Extended authorizations will be up to one year. All extension requests require 

documentation of clinical response including but not limited to:   

 Improvement in exercise capacity (6-minute walk test) versus baseline; 

 Improvement in NYHA class versus baseline;  

 Lack of deterioration. Deterioration is defined as at least two of the following:  

o refractory systolic arterial hypotension (blood pressure, < 85mm Hg);  

o worsening right ventricular failure (e.g. development of refractory edema 

or ascites);  

o rapidly progressing cardiogenic, hepatic, or renal failure;  

o decrease of at least 30% in the 6-minute walk test;  

o decline in measures of hemodynamic function such as central venous 

pressure and mixed oxygen saturation.  

 

 

Exclusions 

  Age, dose, indication, frequency of dosing, and/or duration of therapy outside of 

FDA approved package labeling 

 Treatment of erectile dysfunction. 

 Use in COPD, severe asthma, CHF, lung resection, ischemic vascular disease. 

 Flolan 
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o Members with congestive heart failure due to severe left ventricular systolic 

dysfunction 

 Remodulin 

o Severe hepatic impairment (Child Pugh C) 

 Revatio 

o Use with nitrate or nitric donors in any form 

o Members with pulmonary veno-occlusive disease (PVOD) 

o Pulmonary hypertension secondary to sickle cell disease 

 Veletri 

o Congestive heart failure due to severe left ventricular systolic dysfunction 
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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 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  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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MVP Health Care Medical Policy 

Medicare Part B: Risankizumab 

 

Type of Policy:  Drug/Medical Therapy 

Prior Approval Date: 11/01/2023 

Approval Date:   10/01/2024 

Effective Date:   12/01/2024 

Related Policies:  Abatacept, Certolizumab, Golimumab, Infliximab, 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 

Skyrizi (risankizumab) 60mg/mL solution –J2327 

 

Overview/Summary of Evidence 

Skyrizi (Risankizumab), an interleukin-23 antagonist, is indicated for the treatment of 

moderate to severe plaque psoriasis in adults who are candidates for systemic therapy 

or phototherapy, the treatment of active psoriatic arthritis in adults as monotherapy or 

in combination with non-biologic disease-modifying antirheumatic drugs (DMARDs) and 

for the treatment of adults with moderate to severely active Crohn's disease (CD) for 

induction and remission maintenance. 

 

Providers should perform screening for tuberculosis (TB) according to the local practice. 

  

 

Indications/Criteria 
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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, or gastroenterologist 

• Must be prescribed for an FDA approved indication  

 

B. Crohn’s Disease 

Risankizumab may be considered for coverage for Crohn’s Disease when the 

following criteria is met: 

• Documentation of moderate to severely active Crohn’ disease  

• Member must be intolerant to two different drug classes (examples such 

as, but not limited to, corticosteroids and immunomodulators such as 

azathioprine or mercaptopurine). 

 

 

 

Initial approval duration will be6 months 

Extension requests will be approved for up to 12 months if the member has a 

continued benefit to therapy.  Extension requests where the Risankizumab did 

not have the full desired effect or considered a clinical failure will require clinical 

rationale for continuing. 

 

 

C. Plaque Psoriasis 

Risankizumab may be considered for coverage for Plaque Psoriasis when the 

following criteria is met: 

• Documentation of moderate to severe chronic plaque psoriasis OR 

involvement of the palms, soles of feet and scalp. 

• An appropriate trial was not effective or contraindicated with one of the 

following: methotrexate, oral retinoids, cyclosporine. 

 

 

 

Initial approval duration will be 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 Risankizumab 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 (PsA): 

Risankizumab may be considered for coverage for PsA when the following criteria 

is met: 

• Documentation of active psoriatic arthritis with an inadequate response or 

intolerance to methotrexate or other disease-modifying antirheumatic 

drugs (DMARDs) and one (1) NSAID trial. 

 

 

Initial approval duration will be 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 Risankizumab did 

not have the full desired effect or considered a clinical failure will require clinical 

rationale for continuing. 

 

E. Ulcerative Colitis 

 

Risankizumab may be considered for coverage for ulcerative colitis when the 

following criteria is 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) 

• If conventional therapy is not considered medically appropriate, 

documentation must be provided 

 

Initial approval duration will be 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 Risankizumab did 

not have the full desired effect or considered a clinical failure will require clinical 

rationale for continuing. 

 

 

Exclusions 

The use of Skyrizi will not be covered for the following situations: 
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• Combination therapy that is not supported by current guidelines 

• Age, dose, frequency of dosing, and/or duration of therapy outside of FDA 

approved package labeling 
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MVP Health Care Medical Policy 

Secukinumab 
 

Type of Policy:  Drug/Medical Therapy 

Prior Approval Date: 10/01/2023 

Approval Date:  02/01/2024 

Effective Date:  02/01/2024 

Related Policies: Apremilast 

    Etanercept 

    Infliximab 

    Risankizumab 

    Adalimumab 

    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 

Cosentyx prefilled syringes and pen (secukinumab) 

Drugs Requiring Prior Authorization under the medical benefit 

J3590 Cosentyx intravenous solution (secukinumab)  

 

Overview 
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Secukinumab is a human IgG1 monoclonal antibody that selectively binds to the 

interleukin-17A (IL-17A) cytokine, inhibiting its interaction with the IL-17A receptor. It is 

FDA approved for several indication including ankylosing spondylitis, psoriasis and 

psoriatic arthritis. Secukinumab carries an increased risk of infection; 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.  

 Prescription drugs covered under the pharmacy benefit must be self-

administered.  If office administration is being requested for SQ 

administration documentation must be provided identifying why the member 

or caregiver is unable to administer the medication 
 Medical drugs covered under the medical benefit will require documentation 

identifying why the member or caregiver cannot use SQ administration  

 Must be ordered by or with consult from an appropriate specialist:  

rheumatologist/immunologist/dermatologist 
 Must be prescribed for an FDA approved indication and route of 

administration must be FDA approved for indication 

B. Ankylosing Spondylitis & Non-Radiographic Axial Spondylarthritis  

Secukinumab may be considered for coverage for Ankylosing Spondylitis and 

Non-Radiographic Axial Spondylarthritis when:  

 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 

 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 AND 
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 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 Secukinumab 

did not have the full desired effect or considered a clinical failure will require 

clinical rationale for continuing.  

C. Psoriasis 

Secukinumab may be considered for coverage for Psoriasis when:  

 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: 

 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 for 6 months 

 

Extension requests will be approved for 12 months if the member has a 

continued benefit to therapy. Extension requests where Secukinumab did not 

have the full desired effect or considered a clinical failure will require clinical 

rationale for continuing.  

 

D. Psoriatic Arthritis 

Secukinumab may be considered for coverage for Psoriatic Arthritis when:  
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 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 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 

ANDChart 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. 

 Members with pure axial manifestations do not have to have a trial of 

nonbiologic disease modifying anti-rheumatic drugs (DMARDs) 

 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 Secukinumab did not 

have the full desired effect or considered a clinical failure will require clinical 

rationale for continuing. 

E. Enthesitis- related arthritis  

Secukinumab may be considered for coverage for enthesitis-related arthritis 

when:  

 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 

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 Secukinumab did not 

have the full desired effect or considered a clinical failure will require clinical 

rationale for continuing. 

F. Hidradenitis Suppurativa  
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Secukinumab may be considered for coverage for Hidradenitis Suppurativa when:   

 Member has a documented diagnosis of moderate to severe disease (Hurley 

State II or III) 

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 secukinumab did not have the full 

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

Exclusions 

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

 Age, dose, frequency of dosing, and/or duration of therapy outside of FDA 

approved package labeling. Secukinumab in combination with other biologics is 

excluded from coverage 
 Combination therapy that is not supported by guidelines 

 

References  

1. Clinical Pharmacology 

2. Cosentyx (secukinumab) injection. Prescribing Information. East Hanover, NJ. 

Novartis Pharmaceuticals Corporation. January 2018. 
3. Ward Michael, Atul Deodhar et al. 2019 Update of the American College of 

Rheumatology/Spondylitis Association of America/Spondyloarthritis 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 

4. Ringold, Sarah; Angeles-Han Sheila et al. 2019 American College of 

Rheumatology/Arthritis Foundation Guideline for the Treatment Approaches for 

Non-Systemic Polyarthritis, Sacroilitis and Enthesitis. American College of 

Rheumatology. Vol 71 (No 6). June 2019, pp 717-734.  

5. Ward MM, Deodhar A, Gensler LS, et al. 2019 update of the American college of 

rheumatology/spondylitis association of America/spondyloarthritis research and 

treatment network recommendations for the treatment of ankylosing spondylitis 

and nonradiographic axial spondyloarthritis. Arthritis Rheumatol. 

2019;71(10):1599-1613. doi:10.1002/art.41042 



 
MVP Health Care Medical Policy 

                           Page 6 of 7 

6. Ali Aikhan, Christropher Sayed, et al. North American clinical management 

guidelines for hidradenitis suppurativa: A publication from the United States and 

Canadian Hidradenitis Suppurative Foundations. JAAD. 2019; 81(1):91-

101.doi.org/10.1016/j.jaad.2019.02.068. 

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 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 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 Prior Authorization 

Vermont Products  

POS in Plan Prior Authorization 

POS OOP Prior Authorization 
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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 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  Prior Authorization 

♦ 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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MVP Health Care Medical Policy 

Medicare Part B: Secukinumab 

 

Type of Policy:  Drug/Medical Therapy 

Prior Approval Date: N/A 

Approval Date:  02/01/2024 

Effective Date:  04/01/2024 

Related Policies: Infliximab, Risankizumab, 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 

J3590 Cosentyx intravenous solution (secukinumab)  

 

Overview/Summary of Evidence 

Secukinumab is a human IgG1 monoclonal antibody that selectively binds to the 

interleukin-17A (IL-17A) cytokine, inhibiting its interaction with the IL-17A receptor. It is 

FDA approved for several indications including ankylosing spondylitis, psoriasis and 

psoriatic arthritis. Secukinumab carries an increased risk of infection; members should 

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

Indications/Criteria 

A. For all indications, Secukinumab IV may be considered for medical coverage 

when:  

 Prescribed for an FDA approved indication AND 

 Ordered by or with consult from an appropriate specialist:  

rheumatologist/immunologist/dermatologist AND  
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 Member has coverage under Medicare Part B and meets the criteria below for 

a provider administered drug identified in this policy 

B. Ankylosing Spondylitis & Non-Radiographic Axial Spondylarthritis  

Secukinumab may be considered for coverage for Ankylosing Spondylitis and 

Non-Radiographic Axial Spondylarthritis when:  

 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 

 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 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 Secukinumab 

did not have the full desired effect or considered a clinical failure will require 

clinical rationale for continuing.  

 

C. Psoriatic Arthritis 

Secukinumab may be considered for coverage for Psoriatic Arthritis when:  

 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 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 

ANDChart 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. 

 Members with pure axial manifestations do not have to have a trial of 

nonbiologic disease modifying anti-rheumatic drugs (DMARDs) 
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 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 Secukinumab did not 

have the full desired effect or considered a clinical failure will require clinical 

rationale for continuing. 

 

 

  

Exclusions 

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

 Age, dose, frequency of dosing, and/or duration of therapy outside of FDA 

approved package labeling.  
 Secukinumab in combination with other biologics is excluded from coverage 
 Combination therapy that is not supported by guidelines 
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MVP Health Care Medical Policy   

Medicare Part B: Select Injectables for Asthma 

 

Type of Policy:  Drug Therapy 

Prior Approval Date: 11/01/2023 

Approval Date:   06/01/2024 

Effective Date:  06/01/2024     

Related Policies: Medicare Part B: Xolair 

    

 

Drug Requiring Prior Authorization (covered under the medical benefit) 

J2182 Nucala® (Injection, mepolizumab, 1mg) 

J2786 Cinqair® (Injection, reslizumab,1mg)  

J0517 Fasenra® (Injection, benralizumab,1mg)  

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

covered under the Part D benefit. 

______________________________________________________________________________ 

Overview/Summary of Evidence 

Asthma is a chronic inflammatory disease of the airways.  Asthma affects between 

1-18% of the population.  Nucala, Cinqair, and Fasenra are interleukin-5 

antagonist monoclonal antibodies indicated for add-on maintenance treatment 

of patients with severe asthma with an eosinophilic phenotype. Nucala is also 

indicated for adult patients with eosinophilic granulomatosis with polyangiitis 

(EGPA).  

Indications/Criteria: 

Medications identified in this policy that are self-administered fall under the 

Medicare Part D (pharmacy) benefit. Refer to the MVP website for the Medicare 

Part D formulary and prior authorization criteria for drugs that may covered 

under the Part D benefit. 
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A. ASTHMA 

Nucala, Cinqair and Fasenra: 

Nucala, Cinqair or Fasenra may  be considered for coverage for asthma when the 

following criteria are met:  

 

• For Nucala and Fasenra 

o Member must have a documented  diagnosis of severe eosinophilic 

asthma with one of the following: 

o A peripheral blood eosinophil count of at least 150 cells/microliter 

OR  

o Member is dependent on systemic corticosteroids 

• For Cinqair:  

o Must have a peripheral blood eosinophil count of at least 400 

cells/microliter in the past 30 days OR 

o Member is dependent on systemic corticosteroids 

 

 

• Member must be followed by an allergist, immunologist or pulmonologist 

• Documentation and prescription 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) 

• Member still experiencing poor asthma control and has had at least two 

asthma exacerbations in the previous year 

o Poor asthma controlled defined as limitations of physical activity or 

exacerbations affecting activities of daily living 

o Exacerbations must have required treatment with systemic 

corticosteroids, hospitalization, or an emergency room visit 

• Be a non-smoker by history or have a successful smoking cessation for at 

least 6 weeks 

• Documentation that other medical and environmental conditions known 

to exacerbate asthma have been evaluated and treated  

• Provider administered medications under the medical benefit may be 

considered for coverage if the following is provided:  

o Rationale and documentation are provided identifying why the 

member or caregiver is unable to self-administer OR 

o Member has coverage under Medicare Part B and meets the criteria for 

a provider administered drug identified in this policy. 

Initial approval will be for 6 months.   
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Continued authorization for up to 12 months will be considered if there is a 

documented decrease in asthma symptoms and exacerbations. 

 

B. Eosinophilic Granulomatosis with Polyangiitis 

Nucala will be considered for coverage for Eosinophilic Granulomatosis with 

Polyangiitis  when all the following are met: 

• Member has a documented diagnosis of Eosinophilic Granulomatosis with 

Polyangiitis (EGPA) for at least 6 months confirmed by presence of:  

o Asthma plus eosinophilia (>1.0x10^9/Liter and/or >10% of 

leucocytes) plus at least two of the following additional features of 

EGPA  

▪ a biopsy confirming eosinophilic vasculitis, or perivascular 

eosinophilic infiltration, or eosinophil-rich granulomatous 

inflammation 

▪  neuropathy 

▪  pulmonary infiltrates 

▪ sino-nasal abnormality 

▪ cardiomyopathy 

▪ glomerulonephritis 

▪ alveolar hemorrhage 

▪ palpable purpura 

▪ anti neutrophil cytoplasmic anti-body (ANCA) positive. 

• Documentation of relapsing or refractory disease defined as: 

o Failure with an adequate trial of corticosteroid therapy 

• Documented failure with at least one adequate trial of immunosuppressive 

therapy (i.e. azathioprine, methotrexate, mycophenolate, cyclosporine).  

Provider administered medications under the medical benefit (i.e Nucala 

IV)may be considered for coverage when:  

•  Rationale and documentation is provided identifying why the member or 

caregiver is unable to self-administer OR  

• Member has coverage under Medicare Part B and meets the criteria for a 

provider administered drug identified in this policy 

 

Initial approval will be for 6 months.   

 

Continued authorization for up to 12 months will be considered if there is a 

documented decrease in symptoms and exacerbations 
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C. Chronic Rhinosinusitis with Nasal Polyps 

Nucala will be considered for coverage for Chronic Rhinosinusitis nasal polyps 

when all the following are met: 

• Confirmed diagnosis of nasal polyps. Chart notes must document 

diagnosis confirmation by examination, endoscopy or sinus computed 

tomography (CT) scan. 

• Prescribed by or in consultation with an allergist, otolaryngologist or 

immunologist 

• Documented trial and failure of three (3) months, to at least one intranasal 

corticosteroid indicated to treat nasal polyps.  

• 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).  

• Documentation of prior oral corticosteroid therapy and/or sinus surgery 

• Nucala will be add on maintenance in combination with an intranasal 

corticosteriod 

 

Initial approval will be for 6 months.  

Continued authorization must be accompanied by current chart notes 

identifying continued benefit. Extension of therapy for up to one year will be 

based upon a positive clinical response.  

 

D. Hypereosinophilic Syndrome 

Nucala will be considered for coverage of Hypereosinophilic Syndrome when all 

the following are met: 

• Prescribed by or in consultation with an allergist or immunologist 

• Member as a documented diagnosis of hypereosinophilic syndrome (HES) 

for ≥ 6 months without an identifiable non-hematologic secondary cause 

• Documentation of baseline eosinophil count and previous HES flares 

Initial approval will be for 6 months.  

Continued authorization must be accompanied by current chart notes 

identifying continued benefit. Extension of therapy for up to one year will be 

based upon a positive clinical response including a decrease in HES flares as well 

as documentation of decreasing eosinophil count from baseline.  
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Exclusions 

• Nucala 

1. For hypereosinophilic syndrome (HES): members with non-

hematologic secondary HES or FIP1L1-PDGFRα kinase positive HES 

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

labeling Dual therapy with another monoclonal antibody that is not 

supported by current clinical guidelines Treatment of acute bronchospasm 

or status asthmaticus 

• Cinqair given more frequently than every 4 weeks 

• Use of Fasenra or Cinqair for the treatment of other eosinophilic 

conditions 
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6. Wechsler ME, Akuthota P, et al. Mepolizumab or Placebo for 
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MVP Health Care Medical Policy 

Tocilizumab 

 

Type of Policy:  Medical Therapy 

Prior Approval Date: 03/01/2023 

Approval Date:  02/01/2024 

Effective Date:  04/01/2024 

Related Policies: Apremilast, Adalimumab , Infliximab, Risankizumab, 

Secukinumab, Tofacitinib, Upadacitinib, Ustekinumab, 

Ozanimod, Abatacept, Golimumab, 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 

Actemra SQ is non-preferred under the pharmacy benefit 

Drugs Requiring Prior Authorization under the medical benefit 

J3262 tocilizumab, 1mg injection (Actemra injection) 

 

Overview 

Tocilizumab is a humanized interleukin-6 (IL-6) receptor-inhibiting monoclonal antibody 

produced in mammalian (Chinese hamster ovary) cells. It is FDA approved to treat 

moderate to severe rheumatoid arthritis (RA), polyarticular and systemic juvenile 

idiopathic arthritis (pJIA and sJIA), giant cell arteritis (GCA or temporal arteritis), systemic 

sclerosis-associated interstitial lung disease (SSc-ILD), and cytokine release syndrome 
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(CRS). Members should be screened for immunologic and infectious disease prior to 

initiating therapy.  

 

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 

 

 

A. For all indications, Tocilizumab SQ (Actemra) 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, Tocilizumab IV (Actemra) 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 

o Per the MVP Health Care Pharmacy Management Programs policy,  

Tocilizumab IV is subject to Site of Care requirements and must be 

obtained through a preferred home infusion vendor. Prior Authorization 

and medical justification is required for Tocilizumab IV 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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C. Giant Cell Arteritis 

Tocilizumab may be considered for coverage for Giant Cell Arteritis when the above 

criteria is met AND:   

 Treatment must be directed by or in consultation with a Rheumatologist or 

Immunologist 

 Member has received high-dose glucocorticoids (prednisone 40mg to 60mg) 

but is unable to taper without disease flare OR 

 The member has a contraindication to the use of glucocorticoids 

 

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 Tocilizumab IV (Actemra) did not have the full desired effect 

or considered a clinical failure will require clinical rationale for continuing. 

 

D. Juvenile Idiopathic Arthritis 

Tocilizumab 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 Tocilizumab IV (Actemra) did not have the full desired effect 

or considered a clinical failure will require clinical rationale for continuing. 

 

E. Rheumatoid Arthritis  

Tocilizumab may be considered for coverage for Rheumatoid Arthritis when the 

above criteria is met AND:   

 Documentation identifies failure of nonbiologic disease modifying anti-rheumatic 

drugs (DMARDs) and NSAIDs if indicated; ANDRationale and documentation are 

provided identifying why member or caregiver is unable to self-administer 
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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 AND there is medical necessity for use of the IV formulation instead 

of a self-administered formulation.  

Extension requests where Tocilizumab IV (Actemra) did not have the full desired effect 

or considered a clinical failure will require clinical rationale for continuing. 

 

 

Exclusions 

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

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

 Combination therapy that is not supported by current clinical guidelines  

 

 

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

Treatment of Rheumatoid Arthritis. Arthritis Care & Research Vol. 73, No. 7, July 
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Rheumatology Guideline for the Treatment of Rheumatoid Arthritis 

(contentstack.io). 

3. Actemra (tocilizumab) injection, for intravenous or subcutaneous use. Genentech, 

Inc. San Francisco, CA. Revised December 2022. 

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 
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MVP Health Care Medical Policy 

Medicare Part B: Tocilizumab 

 

Type of Policy:  Medical Therapy 

Prior Approval Date: 11/01/2023 

Approval Date:  02/01/2024 

Effective Date:  04/01/2024 

Related Policies: Abatacept, Certolizumab, Golimumab, Infliximab, 

Risankizumab, 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 

J3262 tocilizumab, 1mg injection (Actemra injection) 

 

Overview/Summary of Evidence 

Tocilizumab is a humanized interleukin-6 (IL-6) receptor-inhibiting monoclonal antibody 

produced in mammalian (Chinese hamster ovary) cells. It is FDA approved to treat 

moderate to severe rheumatoid arthritis (RA), polyarticular and systemic juvenile 

idiopathic arthritis (pJIA and sJIA), giant cell arteritis (GCA or temporal arteritis), systemic 

sclerosis-associated interstitial lung disease (SSc-ILD), and cytokine release syndrome 

(CRS). Members should be screened for immunologic and infectious disease prior to 

initiating therapy.  

 

Indications/Criteria 
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A. For all indications, Tocilizumab IV (Actemra) 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  

 Member has coverage under Medicare Part B and meets the criteria below for a 

provider administered drug identified in this policy 

 

B. Giant Cell Arteritis 

Tocilizumab may be considered for coverage for Giant Cell Arteritis when the above 

criteria is met AND:   

 Treatment must be directed by or in consultation with a Rheumatologist or 

Immunologist 

 Member has received high-dose glucocorticoids (prednisone 40mg to 60mg) 

but is unable to taper without disease flare OR 

 The member has a contraindication to the use of glucocorticoids 

 

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 Tocilizumab IV (Actemra) did not have the full desired effect 

or considered a clinical failure will require clinical rationale for continuing. 

 

C. Juvenile Idiopathic Arthritis 

Tocilizumab 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 Tocilizumab IV (Actemra) did not have the full desired effect 

or considered a clinical failure will require clinical rationale for continuing. 

 

D. Rheumatoid Arthritis  
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Tocilizumab may be considered for coverage for Rheumatoid Arthritis when the 

above criteria is met AND:   

Documentation identifies failure of nonbiologic disease modifying anti-rheumatic drugs 

(DMARDs) and NSAIDs if indicated 

 

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 Tocilizumab IV (Actemra) did not have the full desired effect 

or considered a clinical failure will require clinical rationale for continuing. 

 

 

Exclusions 

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

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

 Combination therapy that is not supported by current clinical guidelines  
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01/04/2023 

2. 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). 

3. Actemra (tocilizumab) injection, for intravenous or subcutaneous use. Genentech, 

Inc. San Francisco, CA. Revised December 2022. 

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: 
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Transgender Hormone Policy (Commercial/Exchange/Child Health Plus) 

 

Type of Policy:  Drug Therapy 

Prior Approval Date:   02/01/2023 

Approval Date:      02/01/2024 

Effective Date:     04/01/2024 

Related Policies:  

Gender Dysphoria Treatment (Commercial and Medicare) 

Gender Dysphoria Treatment (Medicaid and HARP) 

Transgender Hormone Policy (Medicaid/HARP) 

Experimental or Investigational Procedures, Behavioral Health Services, Drugs and 

Treatments, Off-Label use of FDA Approved Drugs, and Clinical Trials 

 

Drugs Requiring Prior Authorization  

Conjugated estrogens 

Estradiol 

Injectable Testosterone formulations 

Topical Testosterone formulations 

 

Drugs subject to Retrospective Review 

The following gonadotropin-releasing hormone agents (pubertal suppressants)  

 Lupron Depot 

 

Overview 

 

Gender dysphoria is defined as a marked difference between the individual’s 

expressed/experienced gender and the gender others would assign them, continuing for at least 

six months. Gender dysphoria is manifested in a variety of ways, including strong desires to be 



treated as another gender or to be rid of one’s sex characteristics, or a strong conviction that one 

has feelings and reactions typical of another gender.2 

 

Indications/Criteria 

MVP health Care recognizes that gender dysphoria affects people of all genders, and is not 

limited to people with binary gender identities. Coverage of medically necessary services is 

allowed for binary and non-binary gender identities. Testosterone (injectable and topical), 

conjugated estrogens or estradiol may be considered medically necessary when the following 

criteria are met: 

 Patient is at least 16 years old 

o Requests for coverage of cross-sex hormones for members less than 16 years old 

will be reviewed on case-by-case basis. 

 Diagnosis of gender dysphoria  

 Must be used for a Food and Drug Administration (FDA) approved indication, or use 

supported in at least one of the Official Compendia as defined in federal law under the 

Social Security Act section 1927 (g)(1)(B)(i), (k)(2) 

 For patients that have undergone gender reassignment surgery, post-transition care will 

be covered  

Approvals will be for a period of one year.   

 

Gonadotropin-releasing hormone agents (pubertal suppressants) are subject to retro-review and 

will be approved if all the following criteria are met:  

 Patient has a diagnosis of gender dysphoria; 

 Patient has experienced puberty to at least Tanner stage 2, and pubertal changes have 

resulted in an increase in gender dysphoria; 

 Patient does not suffer from psychiatric comorbidity that interferes with a diagnostic 

work-up or treatment 

 Patient has adequate psychological and social support during treatment 

 Patient demonstrates knowledge and understanding of the expected outcomes of 

treatment with pubertal suppressants and cross-sex hormones, as well as the medical 

and social risks and benefits of sex reassignment. 

Exclusions 

 Hormone products that do not meet MVP Experimental and Investigational Policy will 

not be covered 
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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 

 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 

♦ 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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Medicare Part B:  

Transthyretin-Mediated Amyloidosis Therapy 

Type of Policy:          Drug Therapy 

Prior Approval Date: 11/01/2023  

Approval Date:  08/01/2024 

Effective Date:           10/01/2024 

Related Policies: N/A 

 

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

covered under the Part D benefit. 

 

Drug(s) Requiring Prior Authorization (covered under the medical benefit) 

J0222- OnpattroTM (patisiran), injection 0.1 mg 

J0225 Amvuttra (vutrisiran), 25mg/0.5mL prefilled syringe for injection 

 

Overview/Summary of Evidence 

Hereditary transthyretin amyloidosis (hATTR) is an inherited disease that often affects 

the liver, nerves, heart and kidneys. It is characterized by the deposit of an abnormal 

protein called amyloid in multiple organs of the body where it should not be, which 

causes disruption of organ tissue structure and function. The amyloid buildup most 

frequently occurs in the peripheral nervous system, which can result in a loss of 

sensation, pain, or immobility in the arms, legs, hands and feet. 

 

Indications 

OnpattroTM is indicated for the treatment of the polyneuropathy in hereditary 

transthyretin-mediated amyloidosis in adults. The active substance in Onpattro is a 

‘small interfering RNA’ (siRNA), a very short piece of synthetic genetic material that has 

been designed to attach to and block the genetic material of the cell responsible for 

producing transthyretin. This reduces production of defective transthyretin, thereby 

reducing the formation of amyloids and relieving the symptoms of hATTR amyloidosis. 
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Amvuttra is indicated for the treatment of the polyneuropathy in hereditary 

transthyretin-mediated amyloidosis in adults. The active substance in Amvuttra is a 

‘small interfering RNA’ (siRNA), a very short piece of synthetic genetic material that has 

been designed to attach to and block the genetic material of the cell responsible for 

producing transthyretin. This reduces production of defective transthyretin, thereby 

reducing the formation of amyloids and relieving the symptoms of hATTR amyloidosis. 

 

TegsediTM is indicated for treatment of the polyneuropathy of hereditary transthyretin-

mediated amyloidosis in adults. TegsediTM is an ‘antisense oligonucleotide’, a very short 

piece of synthetic genetic material that has been designed to attach to and block the 

genetic material of the cell responsible for producing transthyretin. This reduces 

production of transthyretin, and the formation of amyloids, relieving the symptoms of 

hATTR amyloidosis. 

 

Vyndaqel and Vyndamax  are indicated for the treatment of wild type or hereditary 

transthyretin amyloid cardiomyopathy in adults to reduce cardiovascular mortality and 

cardiovascular-related hospitalization. Wild type amyloidosis does not involve genetic 

mutation- wild type occurs usually in older population when the normal TTR protein 

becomes unstable and begins to form amyloid fibrils. Hereditary amyloidosis is an 

inherited mutation in the DNA making the TTR protein unstable and form amyloid 

fibrils.  It works as a selective transthyretin (TTR) stabilizer. Transthyretin amyloid 

cardiomyopathy is caused by the accumulations of transthyretin amyloid fibrils, which 

consist of TTR monomers. Tafamidis works by binding to sites on TTR and slowing 

monomer dissociation. Please note that Vyndaqel and Vyndamax are not equivalents on 

a mg-per-mg basis.  

Policy Criteria 

A. Onpattro will be considered medically necessary for the treatment of the 

polyneuropathy of hATTR amyloidosis in adults who meet the following criteria: 

 Member has documented transthyretin (TTR) mutation as confirmed through 

genetic testing AND symptomatic polyneuropathy (i.e. weakness, sensory loss, 

decreased motor strength, decreased gait speed) characterized by ONE of the 

following: 

o Baseline polyneuropathy disability (PND) score < IIIb (see reference table) 

o Baseline FAP (familial amyloid polyneuropathy) Stage 1 or 2 (see reference 

table) 

 Biopsy is positive for amyloid deposits or medical justification is provided as to 

why treatment should be initiated despite a negative biopsy or no biopsy 



 
MVP Health Care Medical Policy 

Onpattro/Tegsedi               Page 3 of 5 

 Prescribed by a neurologist, immunologist, or physician who specializes in the 

treatment of amyloidosis 

 

Initial approval will be for 6 months, continuation requests up to 6 months.  

Continuation of therapy will be considered medically necessary with documentation of 

disease stability or improvement in symptoms (e.g., decrease in neuropathic pain, 

improved motor function, quality of life assessment, and/or serum TTR levels) 

 

B. Amvuttra will be considered medically necessary for the treatment of the 

polyneuropathy of hATTR amyloidosis in adults who have previously failed or have a 

contraindication to Onpattro, AND who meet the following criteria: 

 Member has documented transthyretin (TTR) mutation as confirmed through 

genetic testing AND symptomatic polyneuropathy (i.e. weakness, sensory loss, 

decreased motor strength, decreased gait speed) characterized by ONE of the 

following: 

o Baseline polyneuropathy disability (PND) score < IIIb (see reference table) 

o Baseline FAP (familial amyloid polyneuropathy) Stage 1 or 2 (see reference 

table) 

 Biopsy is positive for amyloid deposits or medical justification is provided as to 

why treatment should be initiated despite a negative biopsy or no biopsy 

 Baseline documentation of disease status must be submitted if applicable such as 

10-meter walk test, quality of life assessment, nutritional health assessment or 

modified body mass index (mBMI), and ability to perform activities of daily living 

 Prescribed by a neurologist, immunologist, or physician who specializes in the 

treatment of amyloidosis 

Initial approval will be for 6 months, continuation requests up to 6 months.  

Continuation of therapy will be considered medically necessary with documentation of 

disease stability or improvement in symptoms (e.g., decrease in neuropathic pain, 

improved motor function, improved gait speed, improved quality of life assessment, 

improved ability to perform activities of daily living, increased mBMI, and/or serum TTR 

levels 
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Polyneuropathy Disability Score (PND) Reference Table 

 

 Stage 0: No impairment 

 Stage I: Sensory disturbances but preserved walking capability 

 Stage II: Impaired walking capability but ability to walk without a 

stick or crutches 

 Stage IIIa: Walking only with the help of one stick or crutch 

 Stage IIIb: Walking with the help of two sticks or crutches 

 Stage IV: Confined to a wheelchair or bedridden 

 

Familial Amyloid Polyneuropathy (FAP) Stage Reference Table 

 

 Stage 0: No symptoms of sensory or motor neuropathy 

 Stage 1: Unimpaired ambulation; mostly mild sensory, autonomic, or 

motor neuropathy in lower limbs 

 Stage 2: Requires assistance with ambulation; mostly moderate 

impairment progression in lower limbs, upper limbs, and trunk 

 Stage 3: Confined to wheelchair or bedridden; severe sensory, 

autonomic, and motor involvement of all limbs 

 

Exclusions 

 Age, dose, frequency of dosing, and/or duration of therapy outside of FDA 

approved package labeling Concurrent use with Tegsedi  

 Treatment with Onpattro for members without the presence of a polyneuropathy 

symptoms associated with hATTR amyloidosis 

 Treatment with Onpattro when member has form of amyloidosis that is not due 

to a genetic mutation in the TTR gene 
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