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MVP Health Care Medical Policy 

Acthar 

 

Type of Policy:  Drug/Medical Therapy 

Prior Approval Date: 02/01/2024 

Approval Date:  02/01/2025 

Effective Date:  04/01/2025 

Related Policies:  

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

policies. 

Drugs Requiring Prior Authorization  

J0800 (Injection, corticotropin, up to 40 units) 

Overview 

Acthar® Gel (repository corticotropin injection) is natural source adrenocorticotropic 

hormone (ACTH) in 16% gelatin that stimulates prolonged hormonal release after 

intramuscular or subcutaneous injection. 

 

Indications/Criteria 

A. Multiple Sclerosis 

Acthar may be considered for coverage in the treatment of acute exacerbations 

of relapsing-remitting multiple sclerosis when the following criteria is met:  

o Prescribed by or in consult with a neurologist 

o Member is 18 years of age or older 

o The symptoms are severe and impair vision and/or mobility. 

o There is a documented severe allergic or hypersensitivity reaction, 

anaphylaxis, or angioedema to high-dose oral corticosteroids and/or IV 

methylprednisolone or dexamethasone. 

o Prescriber must rule out pseudo-exacerbation from other precipitating 

factors (i.e. infection, pain, stress, premenstrual syndrome) 
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o Member is currently being treated with a Disease-Modifying Agent and 

has been stable within the past 30 days 

Initial approval will be for one month.  

Extension requests require clinical documentation indicating response to initial 

treatment and plan for continued therapy 

 

B. Nephrotic Syndrome 

Acthar may be considered for coverage in the treatment of nephrotic syndrome if 

all the following criteria are met: 

• Prescribed by or in consult with a nephrologist. 

• Proteinuria of at least 3.5 g/24 hours. 

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

management 

• Member has a documented severe allergic or hypersensitivity reaction, 

anaphylaxis or angioedema to high-dose oral corticosteroids and/or IV 

methylprednisolone or dexamethasone 

• Member has not responded to high dose corticosteroids (prednisone up 

to 80 mg/day) for up to 16 weeks 

Idiopathic Type 
First- line Therapy 

Option(s) 
Second-line Therapy Option(s) 

Focal Segmental 

Glomerulonephritis 

• Corticosteroids • Cyclosporine or 

tacrolimus 

• Mycophenolate AND 

dexamethasone 

IgA Nephropathy 

• ACE-inhibitor OR ARB 

• Corticosteroids 

• Cyclophosphamide 

(crescentic IgAN, only) 

 

Membranoproliferative 

glomerulonephritis 

• Cyclophosphamide • Mycophenolate AND 

corticosteroids 

Membranous 

Nephropathy 

• Corticosteroids AND 

cyclophosphamide  

• Cyclosporine OR 

tacrolimus 

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

treatment: 

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

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

 

C. Infantile Spasms 
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Acthar may be considered for coverage in the treatment of infantile spasms if all 

the following criteria are met: 

• Documentation supporting diagnosis of infantile spasms (with 

hypsarrhythmia) including onset of age, description of symptoms 

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

• Failure, intolerance, or contraindication of all other available medical 

treatments (such as vigabatrin and oral steroids). 

• Less than 2 years of age. 

• Prescribed by or in consult with a neurologist. 

Initial approval will be for 6 months 

 

Extension requests require documentation indicating an  improvement in spasms 

within four weeks of initiation of therapy.   

D. Other FDA approved indications: 

For other FDA approved indications Acthar use must meet MVP’s Experimental or 

Investigational Procedures, Behavioral Health Services, Drugs and Treatments, 

Off-Label use of FDA Approved Drugs and Clinical Trials policy.  

Exclusions 

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

• Member has not failed all other standard therapies for the disease 

• No documented failure of corticosteroid treatment. 

• Members with absolute contraindications to Acthar including scleroderma, 

osteoporosis, systemic fungal infections, ocular herpes simplex, recent 

surgery, history of or the presence of a peptic ulcer, congestive heart failure, 

uncontrolled hypertension, adrenal insufficiency, osteoporosis, or sensitivity to 

proteins of porcine origin. 

• Acthar administered intravenously  
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10. Member Product Medical Management Requirements* 

New York Products  

HMO Prior Auth 

PPO in Plan Prior Auth 

PPO OOP Prior Auth 

POS in Plan Prior Auth 

POS OOP Prior Auth 

Essential Plan Prior Auth 

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

Prior Authorization 

MVP Child Health Plus Prior Auth 

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

Prior Authorization 

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

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

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

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

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

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

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

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

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

policies. 

http://www.uptodate.com/contents/treatment-and-prognosis-of-iga-nephropathy
http://www.uptodate.com/contents/treatment-and-prognosis-of-iga-nephropathy
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MVP DualAccess Plus D-SNP HMO  Refer to the MVP website for the Medicare Part B and Part D 

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

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

policies. Healthy NY  Prior Auth 

MVP Premier Prior Auth 

MVP Premier Plus Prior Auth 

MVP Premier Plus HDHP Prior Auth 

MVP Secure  Prior Auth 

MVP EPO  Prior Auth 

MVP EPO HDHP Prior Auth 

MVP PPO Prior Auth 

MVP PPO HDHP Prior Auth 

Student Health Plans Prior Auth 

ASO See SPD 

Vermont Products  

POS in Plan Prior Auth 

POS OOP Prior Auth 

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

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

policies. MVP VT HMO  Prior Auth 

MVP VT Plus HMO Prior Auth 

MVP VT HDHP HMO Prior Auth 

MVP VT Plus HDHP HMO Prior Auth 

MVP Secure  Prior Auth 

ASO  See SPD 

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

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

© 2025 MVP Health Plan, Inc. All rights reserved. Descriptions contained within MVP's Medical Policies are not a 

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

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

or Subscriber Contract shall in all cases govern. 

*Medical Management Requirements 

Prior Auth     Prior Authorization Required 

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

Retro Review    Retrospective Review Required 

Not Covered    Service is not a covered benefit. 

See SPD     See Specific Plan Design 
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MVP Health Care Medical Policy 

Antibiotic/Antiviral (oral) Prophylaxis 

 

Type of Policy:  Drug Therapy 

Prior Approval Date: 12/01/2023 

Approval Date:  12/01/2024 

Effective Date:   02/01/2025 

Related Policies: NA 

 

Codes Requiring Prior Authorization 

HCPC Codes:      N/A 

 

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

benefit. 

Overview 

Antibiotics and antivirals are used for treatment and prophylaxis of disease.  The Center 

for Disease Control (CDC) and state health departments offer guidance on the 

appropriate use of antibiotics and antivirals. Antibiotics and antivirals should not be 

prescribed for members to stockpile for future use. 

 

Indications/Criteria 

 

The Vice President, Health and Pharmacy Management, in conjunction with the Chief 

Medical Officer, will determine such limits as required on antibiotic and antiviral usage 

to prevent inappropriate utilization and/or stockpiling. These limits will be presented to 

and approved by the Pharmacy & Therapeutics (P&T) Committee at the first scheduled 

meeting immediately following the determination.  

 

The prescription drug rider is required for coverage.  
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Quantity limits will be enforced at the pharmacy on antibiotics and antivirals with the 

potential for inappropriate stockpiling or use for prophylaxis following national public 

health alerts and/or warnings. These limits shall be in effect for such time as deemed 

necessary by the P&T committee. 

 

Overrides may be allowed pursuant to information supplied to MVP from a participating 

provider that exposure has occurred, and antibiotic or antiviral prophylaxis is medically 

necessary.   

 

Exclusions 

• Members who do not meet above criteria.   

• Members who do not have a prescription drug rider. 

 

References  

1. Centers for Disease Control and Prevention (CDC).  Antiviral Medications for the 

treatment and chemoprophylaxis of influenza: recommendations of the Advisory 

Committee on Immunization Practices (ACIP), 2011.  MMWR 2011;60 (RR01);1-24.   

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

3. New York State Department of Health.  Seasonal Influenza (Flu) Available: 

http://www.health.state.ny.us/diseases/communicable/influenza/. 

New York State Department of Health. Antibiotic Resistance: Preserve Antibiotics      

Protect the Future. 

https://www.health.ny.gov/professionals/protocols_and_guidelines/antibiotic_resistance/ 

 

 

 

 

 

 

 

 

 

 

Member Product Medical Management Requirements* 

New York Products  

HMO Prior Auth 

PPO in Plan Prior Auth 

PPO OOP Prior Auth 

http://www.cdc.gov/drugresistance/index.htm
http://www.health.state.ny.us/diseases/communicable/influenza/
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POS in Plan Prior Auth 

POS OOP Prior Auth 

Essential Plan Prior Auth 

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

Authorization 

MVP Child Health Plus Prior Auth 

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

Authorization 

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

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

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

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

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

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

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

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

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

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

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

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

Healthy NY  Prior Auth 

MVP Premier Prior Auth 

MVP Premier Plus Prior Auth 

MVP Premier Plus HDHP Prior Auth 

MVP Secure  Prior Auth 

MVP EPO  Prior Auth 

MVP EPO HDHP Prior Auth 

MVP PPO Prior Auth 

MVP PPO HDHP Prior Auth 

Student Health Plans Prior Auth 

ASO See SPD 

Vermont Products  

POS in Plan Prior Auth 

POS OOP Prior Auth 

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

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

MVP VT HMO  Prior Auth 

MVP VT Plus HMO Prior Auth 

MVP VT HDHP HMO Prior Auth 

MVP VT Plus HDHP HMO Prior Auth 

MVP Secure  Prior Auth 

ASO  See SPD 

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

requirements are the same as listed for HMO). 

© 2025 MVP Health Plan, Inc. All rights reserved. Descriptions contained within MVP's Medical Policies are not a guarantee of 

coverage. Each MVP Group or Subscriber Contract contains specific limitations, exclusions and requirements that may affect a 

Policy. If there is any discrepancy between your Group or Subscriber Contract and a Policy, your Group or Subscriber Contract 

shall in all cases govern. 

*Medical Management Requirements 

Prior Auth     Prior Authorization Required 

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

Retro Review    Retrospective Review Required 

Not Covered    Service is not a covered benefit 

See SPD     See Specific Plan Design 
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MVP Health Care Medical Policy 

Certolizumab 

 

Type of Policy:  Medical Therapy 

Prior Approval Date: 02/01/2024 

Approval Date:   02/01/2025 

Effective Date:  04/01/2025 

Related Policies: Apremilast, Adalimumab , Infliximab, Risankizumab, 

Secukinumab, Tofacitinib, Upadacitinib, Ustekinumab, 

Ozanimod, Abatacept, Golimumab,  Tocilizumab 

 

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

policies. 

 

Drugs Requiring Prior Authorization under the pharmacy benefit 

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

benefit 

Drug Requiring Prior Authorization under the medical benefit  

J0717 Cimzia SQ (certolizumab pegol) powder for injection, physician administered, is 

non-preferred under the medical benefit   

 

Overview 

Certolizumab pegol is a TNF-alpha blocker (TNF-blocker) conjugated to polyethylene 

glycol for subcutaneous use. It is FDA approved to treat Crohn’s Disease, rheumatoid 

arthritis, psoriatic arthritis, ankylosing spondylitis and non-radiographic axial 

spondylarthritis. Members should be screened for immunologic and infectious disease 

prior to initiating therapy.  
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Medicaid Variation: Medications that are a pharmacy benefit are covered and billed to 

New York State Fee-For-Service (FFS) program. They are defined as medications that go 

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

Pharmacy medications are subject to FFS’s clinical criteria including (but not limited to) 

coverage, quantity limit, step therapy, and prior authorization. Pharmacy benefit 

information can be found here: https://www.emedny.org/info/fullform.pdf 

Indications/Criteria 

A. For all indications, Certolizumab pegol SQ is non-formulary and will only be 

considered for pharmacy coverage when:  

• Documented failure, contraindication or ineffective response to all 

preferred/formulary therapies for the specific indication.  

• Must be prescribed for an FDA approved indication AND 

• Must be ordered by or with consult from a rheumatologist/immunologist 

unless otherwise specified below AND  

• Documentation identifies failure of preferred self-administered biologic 

therapies to treat the condition 

 

Certolizumab pegol powder for injection (physician administered) is non-

formulary and will only be considered for medical coverage when:  

  

• Above criteria is met AND 

• Rationale and documentation is provided identifying why member or 

caregiver is unable to self-administer OR 

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

a provider administered drug identified in this policy 

 

B. Crohn’s disease 

Certolizumab may be considered for coverage for Crohn’s Disease when the above 

criteria is met AND:  

• Diagnosis of moderate to severe active Crohn’s disease confirmed by 

endoscopy (or capsule endoscopy when appropriate) 

• Must be ordered by or with consult from a gastroenterologist/colorectal 

surgeon  

• Documentation should include: 

o Assessment of growth, nutrition, extraintestinal complications, therapy-

induced complications and functional ability. 

o Any clinical signs and symptoms outlined in Crohn’s disease Activity 

Index (CDAI) such as frequent liquid stools >4/day, severity grade and 

frequency of abdominal pain, presence of an abdominal mass, general 
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well-being, extra-intestinal symptoms (arthralgia, uveitis, erythema, 

stomatitis, absess, fever >37.5 in the last week), taking opiates or 

diphenoxylate/atropine for diarrhea, anemia, and weight loss >10%. 

 

Initial approval for 6 months. 

  

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

benefit to therapy AND if it is a continuation for physician-administered therapy, there 

is continued medical necessity for use of the physician-administered formulation instead 

of a self-administered formulation. Extension requests where certolizumab did not have 

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

continuing. 

 

 

C. Rheumatoid arthritis 

Certolizumab may be considered for coverage for Rheumatoid Arthritis when the 

above criteria is met AND:  

• 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 if it is a continuation for physician-administered therapy, there 
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is continued medical necessity for use of the physician administered formulation instead 

of a self-administered formulation.  

Extension requests where certolizumab did not have the full desired effect or considered 

a clinical failure will require clinical rationale for continuing. 

 

 

D. Psoriasis 

Certolizumab may be considered for coverage for psoriasis when the above criteria is 

met AND:  

• The medication is ordered by or in consultation with a dermatologist 

• A diagnosis of moderate to severe chronic plaque psoriasis and one of the 

following: 

o Crucial body areas (e.g., hands, feet, face, neck, scalp, genitals/groin, 

intertriginous areas) are affected OR 

o At least 10% of the body surface area (BSA) is affected OR 

o At least 3% of the body surface area (BSA) is affected AND the member 

meets any of the following criteria:    

▪ Member has had an inadequate response or intolerance to either 

phototherapy (e.g., UVB, PUVA) OR 

▪ Member has had an inadequate response or intolerance to 

pharmacologic treatment with methotrexate, cyclosporine, or 

acitretin 

 

Initial approval for 6 months.  

 

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

benefit to therapy AND if it is a continuation for physician-administered therapy, 

there is continued medical necessity for use of the physician-administered 

formulation instead of a self-administered formulation.  

Extension requests where certolizumab did not have the full desired effect or 

considered a clinical failure will require clinical rationale for continuing. 

 

 

E. Psoriatic arthritis 

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

criteria is met AND:  

• Member has a diagnosis of moderate to severe PsA as defined by three or more 

tender joints AND three or more swollen joints on two separate occasions at 

least one month apart 
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• 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. 

• Members with a documented diagnosis of severe PsA do not require failure of 

NSAID or DMARD 

 

Initial approval for 6 months.  

 

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

benefit to therapy AND if it is a continuation for IV therapy, there is continued medical 

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

administered formulation.  

Extension requests where certolizumab did not have the full desired effect or considered 

a clinical failure will require clinical rationale for continuing. 

 

F. Ankylosing Spondylitis 

Certolizumab may be considered for coverage for Ankylosing Spondylitis when the 

above criteria is met AND:  

• 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) 

 

Initial approval for 6 months.  

 

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

benefit to therapy AND if it is a continuation for IV therapy, there is continued medical 
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necessity for use of the physician administered formulation instead of a self-

administered formulation.  

Extension requests where certolizumab did not have the full desired effect or considered 

a clinical failure will require clinical rationale for continuing. 

 

 

G. Non-radiographic axial spondylarthritis  

Certolizumab may be considered for coverage for non-radiographic axial 

spondylarthritis when the above criteria is met AND member meets all the criteria for 

Ankylosing Spondylitis.  

 

Initial approval for 6 months.  

 

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

benefit to therapy AND if it is a continuation for IV therapy, there is continued medical 

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

administered formulation.  

Extension requests where certolizumab did not have the full desired effect or considered 

a clinical failure will require clinical rationale for continuing. 

 

H. Juvenile idiopathic arthritis 

Requests for certolizumab treat Juvenile idiopathic arthritis will be reviewed on a 

case-by-case basis using the American College of Rheumatology recommendations 

for the treatment of juvenile idiopathic arthritis.  

  

Initial approval will be for 6 months  

  

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

continued benefit to therapy. Extension requests where the certolizumab did not 

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

rationale for continuing.  

 

 

 

 

Exclusions 

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

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

approved package labeling  

• Combination therapy that is not supported by current clinical guidelines  
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Member Product Medical Management Requirements* 

New York Products  

HMO Prior Auth 

PPO in Plan Prior Auth 

PPO OOP Prior Auth 

POS in Plan Prior Auth 

POS OOP Prior Auth 

Essential Plan Prior Auth 

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

Authorization 

MVP Child Health Plus Prior Auth 

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

Authorization 

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

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

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

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

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

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

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

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

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

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

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

Healthy NY  Prior Auth 

MVP Premier Prior Auth 

MVP Premier Plus Prior Auth 

MVP Premier Plus HDHP Prior Auth 

MVP Secure  Prior Auth 

MVP EPO  Prior Auth 

MVP EPO HDHP Prior Auth 

MVP PPO Prior Auth 

MVP PPO HDHP Prior Auth 

Student Health Plans Prior Auth 

ASO See SPD 

Vermont Products  

POS in Plan Prior Auth 

POS OOP Prior Auth 

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

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

MVP VT HMO  Prior Auth 

MVP VT Plus HMO Prior Auth 

MVP VT HDHP HMO Prior Auth 

MVP VT Plus HDHP HMO Prior Auth 

MVP Secure  Prior Auth 

ASO  See SPD 

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

requirements are the same as listed for HMO). 

© 2025 MVP Health Plan, Inc. All rights reserved. Descriptions contained within MVP's Medical Policies are not a guarantee of 

coverage. Each MVP Group or Subscriber Contract contains specific limitations, exclusions and requirements that may affect a 

Policy. If there is any discrepancy between your Group or Subscriber Contract and a Policy, your Group or Subscriber Contract 

shall in all cases govern. 

*Medical Management Requirements 

Prior Auth     Prior Authorization Required 

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

Retro Review    Retrospective Review Required 

Not Covered    Service is not a covered benefit. 

See SPD     See Specific Plan Design 
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MVP Health Care Medical Policy 

Medicare Part B: Certolizumab 

 

Type of Policy:  Medical Therapy 

Prior Approval Date:  02/01/2024 

Approval Date:  02/01/2025 

Effective Date:  04/01/2025 

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

Ustekinumab 

 

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

policies for drugs that may be covered under the Part D benefit. 

 

Drug Requiring Prior Authorization under the medical benefit  

J0717 Cimzia SQ (certolizumab pegol) powder for injection, physician administered, is 

non-preferred under the medical benefit   

 

Overview/Summary of Evidence 

Certolizumab pegol is a TNF-alpha blocker (TNF-blocker) conjugated to polyethylene 

glycol for subcutaneous use. It is FDA approved to treat Crohn’s Disease, rheumatoid 

arthritis, psoriatic arthritis, ankylosing spondylitis and non-radiographic axial 

spondylarthritis. Members should be screened for immunologic and infectious disease 

prior to initiating therapy.  

 

Indications/Criteria 

A. For all indications, Certolizumab pegol powder for injection (physician administered) 

will only be considered for medical coverage when:  

  

• Must be prescribed for an FDA approved indication AND 
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• Must be ordered by or with consult from a rheumatologist/immunologist 

unless otherwise specified below AND  

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

a provider administered drug identified in this policy 

 

B. Crohn’s disease 

Certolizumab may be considered for coverage for Crohn’s Disease when the above 

criteria is met AND:  

• Diagnosis of moderate to severe active Crohn’s disease confirmed by 

endoscopy (or capsule endoscopy when appropriate) 

• Must be ordered by or with consult from a gastroenterologist/colorectal 

surgeon  

• Documentation should include: 

o Assessment of growth, nutrition, extraintestinal complications, therapy-

induced complications and functional ability. 

o Any clinical signs and symptoms outlined in Crohn’s disease Activity 

Index (CDAI) such as frequent liquid stools >4/day, severity grade and 

frequency of abdominal pain, presence of an abdominal mass, general 

well-being, extra-intestinal symptoms (arthralgia, uveitis, erythema, 

stomatitis, absess, fever >37.5 in the last week), taking opiates or 

diphenoxylate/atropine for diarrhea, anemia, and weight loss >10%. 

• Documentation identifying inadequate response to or an intolerance to 

conventional therapy (i.e.: corticosteroids, anti-inflammatory aminosalicylates 

[e.g., mesalamine (5-ASA), sulfasalazine], 6-mercaptopurine, and azathioprine). 

 

Initial approval for 6 months. 

  

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

benefit to therapy  

Extension requests where certolizumab did not have the full desired effect or 

considered a clinical failure will require clinical rationale for continuing. 

 

 

C. Rheumatoid arthritis 

Certolizumab may be considered for coverage for Rheumatoid Arthritis when the 

above criteria is met AND:  

• Member has a diagnosis of moderate to severe active adult RA as defined by 

persistent or recurrent symptoms with documented synovitis and morning 

stiffness of significant duration to inhibit activities of daily living. 
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• Chart notes are provided documenting a failure to respond to a three-month 

trial of methotrexate at a maximally tolerated dose.  

o Failure is demonstrated by documentation of provider assessment 

without improvement in joint counts and/or physical symptoms and 

inflammatory markers while on therapy. 

o If the member has a contraindication or significant intolerance to 

methotrexate 

▪ Chart notes documenting a failure to respond to at least one 

other nonbiologic DMARDs at a maximally tolerated dose for at 

least 3 months AND documentation confirming why 

methotrexate cannot be used is required. If a trial of 

methotrexate is not appropriate due to alcohol use, chart notes 

must be provided indicating that the patient has been 

counseled on the need to abstain from alcohol use while taking 

methotrexate and is unwilling to abstain from alcohol use. 

Initial approval for 6 months.  

 

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

benefit to therapy  

Extension requests where certolizumab did not have the full desired effect or 

considered a clinical failure will require clinical rationale for continuing. 

 

 

D. Psoriasis 

Certolizumab may be considered for coverage for psoriasis when the above criteria is 

met AND:  

• The medication is ordered by or in consultation with a dermatologist 

• A diagnosis of moderate to severe chronic plaque psoriasis and one of the 

following: 

o Crucial body areas (e.g., hands, feet, face, neck, scalp, genitals/groin, 

intertriginous areas) are affected OR 

o At least 10% of the body surface area (BSA) is affected OR 

o At least 3% of the body surface area (BSA) is affected AND the member 

meets any of the following criteria:    

▪ Member has had an inadequate response or intolerance to either 

phototherapy (e.g., UVB, PUVA) OR 

▪ Member has had an inadequate response or intolerance to 

pharmacologic treatment with methotrexate, cyclosporine, or 

acitretin 
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Initial approval for 6 months.  

 

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

benefit to therapy  

Extension requests where certolizumab did not have the full desired effect or 

considered a clinical failure will require clinical rationale for continuing. 

 

 

E. Psoriatic arthritis 

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

criteria is met AND:  

• 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. 

• Members with a documented diagnosis of severe PsA do not require failure of 

NSAID or DMARD 

 

Initial approval for 6 months.  

 

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

benefit to therapy  

Extension requests where certolizumab did not have the full desired effect or 

considered a clinical failure will require clinical rationale for continuing. 

 

F. Ankylosing Spondylitis 

Certolizumab may be considered for coverage for Ankylosing Spondylitis when the 

above criteria is met AND:  
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• 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) 

 

Initial approval for 6 months.  

 

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

benefit to therapy  

Extension requests where certolizumab did not have the full desired effect or 

considered a clinical failure will require clinical rationale for continuing. 

 

 

G. Non-radiographic axial spondylarthritis  

Certolizumab may be considered for coverage for non-radiographic axial 

spondylarthritis when the above criteria is met AND member meets all the criteria for 

Ankylosing Spondylitis.  

 

Initial approval for 6 months.  

 

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

benefit to therapy  

Extension requests where certolizumab did not have the full desired effect or 

considered a clinical failure will require clinical rationale for continuing. 

 

H. Juvenile idiopathic arthritis 

Requests for certolizumab treat Juvenile idiopathic arthritis will be reviewed on a 

case-by-case basis using the American College of Rheumatology recommendations 

for the treatment of juvenile idiopathic arthritis.  

  

Initial approval will be for 6 months  

  

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

continued benefit to therapy. Extension requests where the certolizumab did not 

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

rationale for continuing.  
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Exclusions 

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

• Diagnosis of multiple sclerosis  

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

approved package labeling  

• Combination therapy that is not supported by current clinical guidelines  

 

References  
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2. Cimzia (certolizumab pegol) for injection, for subcutaneous use. Prescribing 

information. Smyrna, GA. UCB, Inc. April 2022. 

3. Torres J, Bonovas S, Doherty G, et al. ECCO Guidelines on Therapeutics in Crohn’s 

Disease: Medical Treatment. J Crohns Colitis. 2020;14(1):4-22. 
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Crohn’s Disease in Adults. 2018;113(4):481-517.  

5. Fraenkel L, Bathon JM, England BR, et al. 2021 American College of 
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MVP Health Care Medical Policy 

Colony Stimulating Factors (CSF) 

Type of Policy:  Drug Therapy 

Prior Approval Date: 10/01/2023 

Approval Date:    10/01/2024 

Effective Date:    01/01/2025 

Related Policies:     

 

Codes Subject to Retrospective Review 

• J2506 – Injection, pegfilgrastim, 6 mg (Neulasta) 

• Q5130- Injection, pegfilgrastim, 6 mg (Fylnetra) 

• Q5108 – Injection, pegfilgrastim-jmdb, biosimilar, 0.5mg (Fulphila) 

• Q5111 – Injection, Pegfilgrastim-cbqv, biosimilar, 0.5mg (Udenyca) 

• Q5110 – Injection, filgrastim-aafi, biosimilar, 1 mcg (Nivestym) 

• J1442 – Injection, filgrastim (g-csf), 1mcg (Neupogen) 

• Q5101- Injections, filgrastim (g-csf), 1mcg (Zarxio) 

• J1447- Injections, tbo-filgrastim, 1mcg (Granix) 

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

• Q5122 - Injection, pegfilgrastim-apgf, biosimilar,0.5 mg (Nyvepria) 

• J1449 – injection, elfapegrastim-xnst, 0.1mg (Rolvedon) 

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

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

 

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

covered under the pharmacy benefit. 

 

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

under the Part D benefit. 
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Overview 

Colony stimulating factors support the survival, clonal expansion, and differentiation of 

hematopoietic progenitor cells by binding to specific receptors expressed on the cell 

surface of target cells. 

 
 

 

 

A. Dosing Limits 

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

• Udenyca and Fulphila: 

o 12 billable units weekly x 2 doses for Acute Radiation Exposure 

o 12 billable units per 14 days for all other indications 

• Neulasta: 

o 1 billable unit weekly x 2 doses for Acute Radiation Exposure 

o 1 billable unit per 14 days for all other indications 

• Neupogen, Nivestym, Zarxio, Ziextenzo, Stimufend, Rolvedon,  Nyvepria 

and Granix: 

o Severe Chronic Neutropenia: 1380 billable units per day 

o BMT or PBPC or Radiation: 1200 billable units per day  

o All other indications: 600 billable units per day 

B. Initial Approval Criteria 

1. For all indications, the following criteria must be met in addition to the 

specific diagnosis criteria below.  

Neulasta, and Udenyca are the preferred long-acting granulocyte colony 

stimulating factor (G-CSF) products. 

o Members must have failed, or have a contraindication, or intolerance to 

Neulasta OR Udenyca prior to consideration of any other long-acting 

G-CSF product. 

Nivestym and Releuko are the preferred short-acting granulocyte colony 

stimulating factor (G-CSF) products. 
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o Members must have failed, or have a contraindication, or intolerance to 

Nivestym OR Releuko prior to consideration of any other short-acting 

G-CSF product. 

2. Coverage for Neupogen, Nivestym, Zarxio, Ziextenzo, Nyvepria, 

Stimufend,  Rolvedon and Granix is provided in the following conditions 

unless otherwise notated below: 

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

• Peripheral Blood Progenitor Cell (PBPC) mobilization and transplant -Neupogen and 

Nivestym only 

• Prophylactic use in Members with non-myeloid malignancy  

• Member is undergoing myelosuppressive chemotherapy with an expected 

incidence of febrile neutropenia of 20% or greater; OR 

• Member is undergoing myelosuppressive chemotherapy with an expected 

incidence of febrile neutropenia of 10% or greater AND one or more of the 

following co-morbidities: 

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

chemotherapy 

o History of recurrent febrile neutropenia from chemotherapy 

o Extensive prior exposure to chemotherapy 

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

marrow, to radiation 

o Pre-existing neutropenia (ANC ≤ 1000/mm3) or bone marrow 

involvement with tumor 

o Member has a condition that can potentially increase the risk of serious 

infection (i.e. HIV/AIDS)  

o Infection/open wounds 

o Recent surgery 

o Poor performance status 

o Poor renal function (creatinine clearance <50) 

o Liver dysfunction (elevated bilirubin >2.0) 

o Chronic immunosuppression in the post-transplant setting including 

organ transplant 

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

Nivestym, Stimufend, Rolvedon and Zarxio 

o Used for the treatment of chemotherapy induced febrile neutropenia; AND 
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o Member has been on prophylactic therapy with filgrastim; OR 

o Member has not received prophylactic therapy with a granulocyte colony 

stimulating factor; AND 

▪ Member has one or more of the following risk factors for developing 

infection-related complications: 

− Sepsis Syndrome 

− Age >65 

− Absolute neutrophil count [ANC] <100/mcL 

− Duration of neutropenia expected to be greater than 10 days 

− Pneumonia or other clinically documented infections 

− Invasive fungal infection 

− Hospitalization at the time of fever 

− Prior episode of febrile neutropenia 

4. Member who experienced a neutropenic complication from a prior cycle 

of the same chemotherapy 

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

consolidation chemotherapy 

6. Bone Marrow Transplantation (BMT) failure or Engraftment Delay  

7. Severe chronic neutropenia  

• Member must have an absolute neutrophil count (ANC) < 500/mm3; 

AND 

• Member must have a diagnosis of one of the following: 

o Congenital neutropenia; OR 

o Cyclic neutropenia; OR 

o Idiopathic neutropenia  

8. Myelodysplastic Syndrome  

o Endogenous serum erythropoietin level of ≤500 mUnits/mL; AND 

o Member is receiving concurrent therapy with Erythropoiesis Stimulating 

Agents (ESAs)   

9. Members acutely exposed to myelosuppressive doses of radiation 

(Hematopoietic Subsyndrome of Acute Radiation Syndrome 
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10. Prophylactic use in Members with non-myeloid malignancy  

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

conditions: 

• Member is undergoing myelosuppressive chemotherapy with an expected 

incidence of febrile neutropenia of 20% or greater; OR 

• Member is undergoing myelosuppressive chemotherapy with an expected 

incidence of febrile neutropenia of 10% or greater AND one or more of 

the following co-morbidities: 

− Elderly Members (age 65 or older) 

− History of recurrent febrile neutropenia from chemotherapy  

− Extensive prior exposure to chemotherapy 

− Previous exposure of pelvis, or other areas of large amounts of bone 

marrow, to  radiation 

− Pre-existing neutropenia (ANC ≤ 1000/mm3) or bone marrow 

involvement with tumor 

− Member has a condition that can potentially increase the risk of serious 

infection (i.e. HIV/AIDS)  

− Infection/open wounds 

− Recent surgery 

− Poor performance status 

− Poor renal function (creatinine clearance <50) 

− Liver dysfunction (elevated bilirubin >2.0) 

− Chronic immunosuppression in the post-transplant setting including 

organ transplant 

11. Member who experienced a neutropenic complication from a prior cycle 

of the same chemotherapy  

12. Members acutely exposed to myelosuppressive doses of radiation 

(Hematopoietic Subsyndrome of Acute Radiation Syndrome)  

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

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



 
MVP Health Care Medical Policy 

Colony Stimulating Factors                           Page 6 of 
10 

Renewal Criteria 

Coverage can be renewed if member continues to meet above criteria 

 

Appendix A 

Dosage/Administration  

Indication Dose 

Neupogen, 

Zarxio, Granix, 

and Nivestym 

• 5mcg/kg daily for up to 14 days for non-BMT/PBPC indications 

• 10mcg/kg daily for up to 14 days for BMT/PBPC/Radiation indications 

• 6mcg/kg twice daily for Severe Congenital Neutropenia 

Neulasta, 

Udenyca and 

Fulphila, 

Ziextenzo, 

Nyvepria All 

other 

indications* 

<10 kg = 0.1 mg/kg 

10-20 kg = 1.5 mg 

21-30 kg = 2.5 mg 

31-44 kg = 4 mg 

45 kg and up = 6 mg 

Dosed no more frequently than every 14 days.  

Neulasta, 

Udenyca 

Fulphila, 

Ziextenzo, 

Nyvepria Acute 

Radiation 

Exposure 

6 mg subcutaneously weekly x 2 doses (Use weight based dosing for pediatrics 

weighing <45 kg) 

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

chemotherapy 

*Onpro On-body Injector may be administered on the same day as chemotherapy as long as the 

Neulasta is administered no less than 24 hours after administration of chemotherapy. Not 

recommended for use in Members with acute radiation exposure 
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Member Product Medical Management Requirements* 

New York Products  

HMO Potential for Retrospective Review 

PPO in Plan Potential for Retrospective Review 

PPO OOP Potential for Retrospective Review 

POS in Plan Potential for Retrospective Review 

POS OOP Potential for Retrospective Review 

Essential Plan Potential for Retrospective Review 

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

Potential for Retrospective Review 

MVP Child Health Plus Potential for Retrospective Review 

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

Potential for Retrospective Review 

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

policies. 

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

policies. 

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

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

policies. 

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

policies. 

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

policies. 

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

policies. 

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

policies. 

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

policies. 

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

policies. 

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

policies. 

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

policies. 

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

policies. 

Healthy NY  Potential for Retrospective Review 

MVP Premier Potential for Retrospective Review 

MVP Premier Plus Potential for Retrospective Review 

MVP Premier Plus HDHP Potential for Retrospective Review 

MVP Secure  Potential for Retrospective Review 

MVP EPO  Potential for Retrospective Review 

MVP EPO HDHP Potential for Retrospective Review 

MVP PPO Potential for Retrospective Review 

MVP PPO HDHP Potential for Retrospective Review 

Student Health Plans Potential for Retrospective Review 

ASO See SPD 

Vermont Products  

POS in Plan Potential for Retrospective Review 

POS OOP Potential for Retrospective Review 

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

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  Potential for Retrospective Review 

MVP VT Plus HMO Potential for Retrospective Review 

MVP VT HDHP HMO Potential for Retrospective Review 

MVP VT Plus HDHP HMO Potential for Retrospective Review 

MVP Secure  Potential for Retrospective Review 

ASO  See SPD 

♦ 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 

Compounded (Extemporaneous) Medications 

 

Type of Policy:  Drug Therapy/Medical Therapy 

Prior Approval Date:       12/01/2023 

Approval Date:   12/01/2024 

Effective Date:       02/01/2025 

Related Policies:   Experimental or Investigational 

 

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

claim 

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

covered under the Part D benefit. 

Refer to the MVP website for the Medicare Part B policies for coverage criteria of drugs 

covered under the medical benefit. 

 

Overview 

The FDA regards traditional compounding as the extemporaneous combining, mixing, 

or altering of ingredients by a pharmacist in response to a physician's prescription to 

create a medication tailored to the specialized needs of an individual member. 

Traditional compounding typically is used to prepare medications that are not available 

commercially, such as a drug for a member who is allergic to an ingredient in a mass-

produced drug, or diluted dosages for children.1  

 

Indications/Criteria 

Coverage for compounded medications which contain at least 2 ingredients may be 

considered when ALL of the following criteria are met: 

• Contains at least one active ingredient that is an FDA Approved Federal Legend 

Drug 

• Contains no bulk powder drugs 

• Active ingredient is being used for an FDA approved indication or the off-label 

use meets the Experimental or Investigation Policy criteria 
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• For topical compounds, the compound ingredients are FDA or compendia 

supported for topical use 

• Documentation supporting clinical necessity of a compounded medication that 

has the same active ingredient as a commercially available product except for the 

dose, inactive ingredients, and/or dosage form (e.g., weight or age of member 

requires dose that is not available, specific allergy to inactive ingredient, unable 

to swallow tablets, etc.) 

• There is no similar commercially available prescription product that would meet 

the needs of the individual member 

• All self-administered prescription compounded medications must be processed 

through the pharmacy benefit manager 

• Medications administered by intrathecal pump must be FDA approved for use 

with implanted pumps for intrathecal infusion 

 

Compounded prescriptions are non-formulary, tier 3 

 

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

contracted specialty pharmacy 

 

Initial authorization will be for up to 12 months   

 

Continuation of coverage may be considered for up to 12 months if an appropriate 

response to therapy is documented 

 

Medical Therapy  

In addition to meeting the above criteria, medications compounded by a pharmacy and 

administered in an office setting, will require prior authorization when the cost exceeds 

$100  

 

Medicaid Variation 

In addition to meeting the criteria above, the compounded prescription must meet one 

of the following conditions: 

• It must be a combination of any TWO or more legend drugs found on the List of 

Medicaid Reimbursable Drugs, OR 

• It must be a combination of any legend drug(s) included on the List of Medicaid 

Reimbursable Drugs and any other item(s) not commercially available as an 

ethical or proprietary product, OR 

• It must be a combination of two or more products which are labeled as “Caution: 

For Manufacturing Purpose Only” 

 

The compounded prescription must meet all the following conditions below:  
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• Compounds may not be made to add coloring, flavoring, perfumes or other non-

active ingredient additives to a commercially available product 

• Compounds may not contain drugs or be made for NYS Medicaid excluded 

indications as per the Social Security Act §1927(d)(2) including but not limited to 

drugs to treat weight loss or sexual dysfunction or for cosmetic purposes 

• Compounds may not be made in therapeutic amounts or combinations not FDA 

approved, or compendia supported.  

• Foot baths, other soaks, or irrigations are excluded 

• Prepared compounds that mimic a commercial product must include on the 

prescription and in the members medical chart documentation of the reason for 

compounding (i.e., sensitivity or contraindication to dyes, preservatives, or fillers 

or lack of availability of a commercial product) 

• Compounds may not be made to bypass the criteria within the NYRx, the 

Medicaid Pharmacy Program Preferred Drug List. Compounds may not be made 

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

reasons. 

• Compounding kits packaged for convenience with premeasured ingredients are 

not covered as an outpatient drug per Social Security Act 

§1927(k)(2)(A)(i) and Social Security Act §1902(a)(54).  

 

 

For example:  

- The combination of Aquaphor and Hydrocortisone Cream 2.5% is NOT 

considered a compound since it does not meet any of the above requirements. 

The reconstitution of a commercially available product is NOT considered 

compounding. All ingredients of a compound must be submitted on a claim 

regardless of reimbursement. 

 

A Medicaid list of reimbursable drugs can be found at: 

https://www.emedny.org/info/formfile.aspx Medications that are a pharmacy benefit are 

covered and billed to New York State Fee-For-Service (FFS) program. They are defined 

as medications that go through a retail or specialty pharmacy, including self-

administered injectable products. Pharmacy medications are subject to FFS’s clinical 

criteria including (but not limited to) coverage, quantity limit, step therapy, and prior 

https://newyork.fhsc.com/downloads/providers/NYRx_PDP_PDL.pdf
https://newyork.fhsc.com/downloads/providers/NYRx_PDP_PDL.pdf
https://www.ssa.gov/OP_Home/ssact/title19/1927.htm
https://www.ssa.gov/OP_Home/ssact/title19/1927.htm
https://www.ssa.gov/OP_Home/ssact/title19/1902.htm
https://www.emedny.org/info/formfile.aspx
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authorization. Pharmacy benefit information can be found here: 

https://www.emedny.org/info/fullform.pdf 

 

Exclusions 

1. Compounded drugs that the commercial product was withdrawn or removed 

from the market due to safety reasons 

2. Compounded drug products that are commercially available in the marketplace 

or that are essentially copies of commercially available FDA-approved drug 

products 

3. Prescription history contradicts documentation of clinical necessity 

4. Compounded prescriptions (prescriptions that require the mixing of two or more 

ingredients) that do not contain at least one FDA-Approved Drug  

5. Drug formulations compounded solely for the convenience or ease of 

administration 

6. Compounded drugs used for cosmetic purposes (i.e., topical vitamin A and 

topical vitamin D preparations) 

7. Compounded drugs intended for off-label use that do not meet the Experimental 

or Investigation Policy criteria. The following are examples of experimental or 

investigational preparations that MVP Health Care considers to be excluded due 

to inadequate or inconclusive long-term scientific evidence relative to outcomes: 

• Compounded bioidentical hormones2 (i.e., estrone, estradiol, progesterone, 

testosterone, DHEA) 

• Estriol 

• Implantable estradiol pellets 

• Nebulized anti-infectives for nasal administration3 (i.e., tobramycin, 

gentamicin, ciprofloxacin, levofloxacin) 

• Any compound containing ketamine  

• Megavitamin therapy (orthomolecular medicine) 

8. Self-administered compounded medications processed through the medical 

claims system 

9. Pre-packaged compound kits 

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

11. Intrathecal medications  

• Medicines not FDA approved for intrathecal administration or intrathecal 

implanted pump use (for example, bupivacaine, fentanyl, clonidine) will 

not be covered 

• Any mixture of two or more different kinds of medicines to be used in a 

pump will not be covered 

• Any compounded medicine (for example, to achieve higher concentration 

or different formulation of an FDA approved medicine) will not be covered 
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12. Indication, age, dose, frequency of dosing, and/or duration of therapy outside of 

FDA approved package labeling.  
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Member Product Medical Management Requirements* 

New York Products  

HMO Prior Auth 

PPO in Plan Prior Auth 

PPO OOP Prior Auth 

POS in Plan Prior Auth 

POS OOP Prior Auth 

Essential Plan Prior Auth 

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

Authorization 

MVP Child Health Plus Prior Auth 

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

Authorization 

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

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

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

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

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

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

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

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

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

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

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

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

Healthy NY  Prior Auth 

MVP Premier Prior Auth 

MVP Premier Plus Prior Auth 

MVP Premier Plus HDHP Prior Auth 

MVP Secure  Prior Auth 

MVP EPO  Prior Auth 

MVP EPO HDHP Prior Auth 

MVP PPO Prior Auth 

MVP PPO HDHP Prior Auth 

Student Health Plans Prior Auth 

ASO See SPD 

Vermont Products  

POS in Plan Prior Auth 

POS OOP Prior Auth 

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

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

MVP VT HMO  Prior Auth 

MVP VT Plus HMO Prior Auth 

MVP VT HDHP HMO Prior Auth 

https://www.fda.gov/drugs/human-drug-compounding/regulatory-policy-information
https://www.fda.gov/drugs/human-drug-compounding/regulatory-policy-information
https://www.endocrine.org/advocacy/position-statements/compounded-bioidentical-hormone-therapy
https://www.endocrine.org/advocacy/position-statements/compounded-bioidentical-hormone-therapy
https://health.ny.gov/health_care/medicaid/program/update/2024/no04_2024-04.htm#compound
https://health.ny.gov/health_care/medicaid/program/update/2024/no04_2024-04.htm#compound
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MVP VT Plus HDHP HMO Prior Auth 

MVP Secure  Prior Auth 

ASO  See SPD 

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

requirements are the same as listed for HMO). 

© 2025 MVP Health Plan, Inc. All rights reserved. Descriptions contained within MVP's Medical Policies are not a guarantee of 

coverage. Each MVP Group or Subscriber Contract contains specific limitations, exclusions and requirements that may affect a 

Policy. If there is any discrepancy between your Group or Subscriber Contract and a Policy, your Group or Subscriber Contract 

shall in all cases govern. 

*Medical Management Requirements 

Prior Auth     Prior Authorization Required 

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

Retro Review    Retrospective Review Required 

Not Covered    Service is not a covered benefit. 

See SPD     See Specific Plan Design 
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MVP Health Care Medical Policy 

Dojolvi 

 

 

Type of Policy:  Drug Therapy 

Prior Approval Date:  10/01/2023 

Approval Date:   10/01/2024 

Effective Date:   01/01/2025 

Related Policies:  Enteral Therapy Vermont, Enteral Therapy New York 

 

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

benefit. 

 

Drugs Requiring Prior Authorization (covered under the pharmacy benefit) 

Dojolvi (triheptanoin) oral liquid 

 

Overview 

Dojolvi is an oral liquid source of calories and fatty acids consisting of three odd-chain 

7-carbon length fatty acids (heptanoate) that bypass the long-chain FAOD enzyme 

deficiencies for energy production and replacement for pediatric and adult patients with 

molecularly confirmed long-chain fatty acid oxidation disorders (LC-FAODs). LC-FAODs 

are a group of rare, inborn errors of metabolism in which the body is unable to convert 

long-chain fatty acids into energy.  

Indications/Criteria 

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

 

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

following:  

a. Disease specific elevation of acylcarnitines on a newborn blood spot or 

in plasma  

b. Low enzyme activity in cultured fibroblasts (very long-chain acyl-CoA 

dehydrogenase (VLCAD) deficiency, carnitine palmitoyltransferease I 

(CPT I) or II (CPT II) deficiency, carnitine-acylcarnitine translocase 

(CACT) deficiency, trifunctional protein (TFP) deficiency, long-chain 3-

hydroxyacyl-CoA dehydrogenase deficiency (LCHAD)) 
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c. One or more known pathogenic mutations in CPT2, ACADVL, HADHA, 

or HADHB 

2. Currently managed on a stable treatment regimen including diet (such as a 

low fat, high carbohydrate diet, fasting avoidance, carnitine and /or MCT oil) 

3. Documentation indicating symptomatic clinical manifestations of LC-FAOD 

despite current management such as: 

• Episodes of hypoglycemia, rhabdomyolysis, or exacerbation of 

cardiomyopathy requiring emergency room visits, acute care visits or 

hospitalizations 

• Evidence of functional cardiomyopathy documenting poor ejection 

fraction requiring ongoing medical management 

 

Initial authorization will be granted for 12 months  

 

Subsequent authorizations up to 12 months will be granted with documentation of 

continued clinical benefit and continued compliance with dietary management  

 

Exclusions 

• Indication, age, dose, frequency of dosing, and/or duration of therapy outside of 

FDA approved package labeling  

• Use in combination with:  

o Pancreatic lipase inhibitors 

o Another medium-chain triglyceride (MCT) product 

• Pancreatic insufficiency  

• Doses exceeding 35% of members total prescribed daily caloric intake 
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1. Dojolvi (triheptanoin) oral liquid. Prescribing Information. September 2020. 
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https://www.dojolvi.com/?utm_source=google&utm_medium=cpc&utm_campaign

=22_Dojolvi_DTC_Branded_Brand&utm_content=General%20%7C%20Exact&utm_t

erm=dojolvi%20prescribing%20information&gclid=Cj0KCQjw852XBhC6ARIsAJsFP

N0PRfhRnarEwd5EuirF8NK2gtDfqtHF8RcQMNnGvL8P371BI4KWjJEaAk1vEALw_wcB

&gclsrc=aw.ds 

3. Dojolvi (triheptanoin) oral liquid. Prescribing Information. September 2020. Revised 

11/2021. Ultragenyx Pharmaceutical Inc. Novato, CA.  

4. Dojolvi (triheptanoin) oral liquid. Prescribing Information. Revised 10/2023. 

Ultragenyx Pharmaceutical Inc. Novato, CA.  

https://www.dojolvi.com/?utm_source=google&utm_medium=cpc&utm_campaign=22_Dojolvi_DTC_Branded_Brand&utm_content=General%20%7C%20Exact&utm_term=dojolvi%20prescribing%20information&gclid=Cj0KCQjw852XBhC6ARIsAJsFPN0PRfhRnarEwd5EuirF8NK2gtDfqtHF8RcQMNnGvL8P371BI4KWjJEaAk1vEALw_wcB&gclsrc=aw.ds
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https://www.dojolvi.com/?utm_source=google&utm_medium=cpc&utm_campaign=22_Dojolvi_DTC_Branded_Brand&utm_content=General%20%7C%20Exact&utm_term=dojolvi%20prescribing%20information&gclid=Cj0KCQjw852XBhC6ARIsAJsFPN0PRfhRnarEwd5EuirF8NK2gtDfqtHF8RcQMNnGvL8P371BI4KWjJEaAk1vEALw_wcB&gclsrc=aw.ds
https://www.dojolvi.com/?utm_source=google&utm_medium=cpc&utm_campaign=22_Dojolvi_DTC_Branded_Brand&utm_content=General%20%7C%20Exact&utm_term=dojolvi%20prescribing%20information&gclid=Cj0KCQjw852XBhC6ARIsAJsFPN0PRfhRnarEwd5EuirF8NK2gtDfqtHF8RcQMNnGvL8P371BI4KWjJEaAk1vEALw_wcB&gclsrc=aw.ds
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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  

https://doi.org/10.1016/j.ymgme.2024.108350
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POS in Plan Prior Auth  

POS OOP Prior Auth  

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

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

policies. 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 

Donislecel 
 

Type of Policy:  Drug  Therapy 

Prior Approval Date:  02/01/2024 

Approval Date:   02/01/2025 

Effective Date:  04/01/2025 

Related Policies: Teplizumab 

 

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

policies. 

 

Drugs Requiring Prior Authorization under the medical benefit 

J3590 donislecel-JUJN, IV suspension (Lantidra) 

 

Overview 

Donislecel is the first allogeneic (donor) pancreatic islet cellular therapy made from 

deceased donor pancreatic cells. It is indicated for the treatment of adults with type 1 

diabetes mellitus (T1DM) who are unable to approach target hemoglobin A1C because 

of current repeated episodes of severe hypoglycemia despite intensive T1DM 

management and education.  

The primary mechanism of action of donislecel is believed to be secretion of insulin by 

infused (transplanted) pancreatic beta cells. Pancreatic islets regulate blood glucose 

levels through secretion of multiple hormones in response to increases and decreases in 

blood glucose. Endocrine cells within pancreatic islets release insulin, glucagon, 

somatostatin, pancreatic peptide, and ghrelin. Insulin stimulates glucose uptake by 

peripheral tissues; glucagon mobilizes glucose from the liver into circulation; 

somatostatin inhibits both alpha and beta cell secretions; pancreatic peptide inhibits 

pancreatic exocrine secretion; and ghrelin inhibits insulin secretion. 
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Indications/Criteria 

Type 1 Diabetes 

Lantidra (donislecel) may be considered for coverage when:  

• Prescribed by or in consultation with an endocrinologist  

• Member is between18 years and <65 years of age 

o Safety and effectiveness has not been established in patients greater than 

65 years of age 

• Member has a confirmed diagnosis of Type 1 diabetes for more than 5 years 

AND one of the following complications:  

o Documentation of at least one episode of severe hypoglycemia in the past 

3 years. Defined as:  

▪ Member required assistance from another person AND   

▪ Member had a blood glucose level <50mg/dL OR 

▪ Member recovered after oral carbohydrate, intravenous glucose or 

glucagon administration. 

o Reduced awareness of hypoglycemia 

▪ Defined as the absence of autonomic symptoms at capillary glucose 

levels of <54mg/dL. 

• Documentation that member is unable to approach target HbA1c due to current 

repeated episodes of severe hypoglycemia. 

• Documentation of intensive diabetes management and education.  

• Documentation of PCP and CMV prophylaxis or Provider attestation that they will 

be provided. 

• Documentation that member is up to date with all vaccinations prior to initiating 

therapy.  

• Provider attestation that immunosuppression will continue permanently to 

prevent islet graft rejection.  

• Documentation of negative T-cell and B-cell crossmatch assay.  

o Members with a positive T-cell and B-cell crossmatch between recipient 

serum and donor lymphocytes may reject the islet cells.  

• If applicable, documentation of previous donislecel infusion including the date of 

infusion(s).  

 

Initial approval for the first infusion will be for one infusion within 12 months.  

 

Donislecel is eligible for 3 infusions total. Extension requests for a second or third 

infusion may be considered medically necessary when the following criteria are met in 

addition to updated clinical chart notes addressing all criteria above:  
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• A second infusion may be administered if the member does not achieve 

independence from exogenous insulin within one year of infusion or within one 

year after losing independence from exogenous insulin after a previous infusion. 

Approval will be for one infusion within 12 months.  

o Claims history is subject to review. 

o Not covered for members who experienced prior portal thrombosis, unless 

the thrombosis was limited to second- or third-order portal vein branches 

 

• A third infusion may be administered using the same criteria as the second 

infusion.  Approval will be for one infusion within 12 months. 

o Claims history is subject to review. 

o Not covered for members who experienced prior portal thrombosis, unless 

the thrombosis was limited to second- or third-order portal vein branches 

 

Exclusions 

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

• Members whom immunosuppression is contraindicated.  

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

approved package labeling. 

• More than 3 infusions per lifetime. 

• Member is pregnant 

• Renal failure 

• Hepatic disease  
o Liver Function Tests (LFTs) outside normal range 

• Not covered for members who experienced prior portal thrombosis, unless the 

thrombosis was limited to second- or third-order portal vein branches 

 

 

References  

1. Clinical Pharmacology. Donislecel. Revision date July 21, 2023. Accessed 

December 5, 2023.  

2. Lantidra. Package Insert. Cell Trans. Chicago IL. June 2023. Package Insert - 

LANTIDRA (fda.gov) 

https://www.fda.gov/media/169920/download
https://www.fda.gov/media/169920/download
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3. Results Posted | Islet Transplantation in Type 1 Diabetic Patients Using the 

Edmonton Protocol of Steroid Free Immunosuppression | ClinicalTrials.gov 

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

Journal of Transplantation (amjtransplant.org) 

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

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

 

Member Product Medical Management Requirements* 

New York Products  

HMO Prior Auth 

PPO in Plan Prior Auth 

PPO OOP Prior Auth 

POS in Plan Prior Auth 

POS OOP Prior Auth 

Essential Plan Prior Auth 

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

Authorization 

MVP Child Health Plus Prior Auth 

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

Authorization 

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

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

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

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

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

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

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

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

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

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

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

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

Healthy NY  Prior Auth 

MVP Premier Prior Auth 

MVP Premier Plus Prior Auth 

MVP Premier Plus HDHP Prior Auth 

MVP Secure  Prior Auth 

MVP EPO  Prior Auth 

MVP EPO HDHP Prior Auth 

MVP PPO Prior Auth 

MVP PPO HDHP Prior Auth 

Student Health Plans Prior Auth 

ASO See SPD 

Vermont Products  

POS in Plan Prior Auth 

POS OOP Prior Auth 

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

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

MVP VT HMO  Prior Auth 

MVP VT Plus HMO Prior Auth 

MVP VT HDHP HMO Prior Auth 

MVP VT Plus HDHP HMO Prior Auth 

MVP Secure  Prior Auth 

ASO  See SPD 

https://clinicaltrials.gov/study/NCT00566813?tab=results
https://clinicaltrials.gov/study/NCT00566813?tab=results
https://www.amjtransplant.org/article/S1600-6135(22)05858-0/fulltext
https://www.amjtransplant.org/article/S1600-6135(22)05858-0/fulltext
https://clinicaltrials.gov/study/NCT00679042
https://clinicaltrials.gov/study/NCT00679042
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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). 

© 2025 MVP Health Plan, Inc. All rights reserved. Descriptions contained within MVP's Medical Policies are not a guarantee of 

coverage. Each MVP Group or Subscriber Contract contains specific limitations, exclusions and requirements that may affect a 

Policy. If there is any discrepancy between your Group or Subscriber Contract and a Policy, your Group or Subscriber Contract 

shall in all cases govern. 

*Medical Management Requirements 

Prior Auth     Prior Authorization Required 

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

Retro Review    Retrospective Review Required 

Not Covered    Service is not a covered benefit. 

See SPD     See Specific Plan Design 
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MVP Health Care Medical Policy 

Medicare Part B: Donislecel 

 

Type of Policy:  Drug Therapy 

Prior Approval Date:  02/01/2024 

Approval Date:   02/01/2025 

Effective Date:   04/01/2025 

Related Policies: Teplizumab 

 

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

policies. 

 

Drugs Requiring Prior Authorization under the medical benefit 

J3590 donislecel-JUJN, IV suspension 

 

Overview/Summary of Evidence 

Donislecel is the first allogeneic (donor) pancreatic islet cellular therapy made from 

deceased donor pancreatic cells. It is indicated for the treatment of adults with type 1 

diabetes mellitus (T1DM) who are unable to approach target hemoglobin A1C because 

of current repeated episodes of severe hypoglycemia despite intensive T1DM 

management and education.  

 

The primary mechanism of action of donislecel is believed to be secretion of insulin by 

infused (transplanted) pancreatic beta cells. Pancreatic islets regulate blood glucose 

levels through secretion of multiple hormones in response to increases and decreases in 

blood glucose. Endocrine cells within pancreatic islets release insulin, glucagon, 

somatostatin, pancreatic peptide, and ghrelin. Insulin stimulates glucose uptake by 

peripheral tissues; glucagon mobilizes glucose from the liver into circulation; 

somatostatin inhibits both alpha and beta cell secretions; pancreatic peptide inhibits 

pancreatic exocrine secretion; and ghrelin inhibits insulin secretion. 
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Indications/Criteria 

Type 1 Diabetes 

Lantidra (donislecel) may be considered for coverage when:  

• Prescribed by or in consultation with an endocrinologist  

• Member is between18 years and <65 years of age 

o Safety and effectiveness has not been established in patients greater than 

65 years of age 

• Member has a confirmed diagnosis of Type 1 diabetes for more than 5 years 

AND one of the following complications:  

o Documentation of at least one episode of severe hypoglycemia in the past 

3 years. Defined as:  

▪ Member required assistance from another person AND   

▪ Member had a blood glucose level <50mg/dL OR 

▪ Member recovered after oral carbohydrate, intravenous glucose or 

glucagon administration. 

o Reduced awareness of hypoglycemia 

▪ Defined as the absence of autonomic symptoms at capillary glucose 

levels of <54mg/dL. 

• Documentation that member is unable to approach target HbA1c due to current 

repeated episodes of severe hypoglycemia. 

• Documentation of intensive diabetes management and education.  

• Documentation of PCP and CMV prophylaxis or Provider attestation that they will 

be provided. 

• Documentation that member is up to date with all vaccinations prior to initiating 

therapy.  

• Provider attestation that immunosuppression will continue permanently to 

prevent islet graft rejection.  

• Documentation of negative T-cell and B-cell crossmatch assay.  

o Members with a positive T-cell and B-cell crossmatch between recipient 

serum and donor lymphocytes may reject the islet cells.  

• If applicable, documentation of previous donislecel infusion including the date of 

infusion(s).  

 

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

infusion may be considered medically necessary when the following criteria are met in 

addition to updated clinical chart notes addressing all criteria above:  

  

• A second infusion may be administered if the member does not achieve 

independence from exogenous insulin within one year of infusion or within one 

year after losing independence from exogenous insulin after a previous infusion. 

Approval will be for one infusion within 12 months.  

o Claims history is subject to review. 

o Not covered for members who experienced prior portal thrombosis, unless 

the thrombosis was limited to second- or third-order portal vein branches 

 

• A third infusion may be administered using the same criteria as the second 

infusion.  Approval will be for one infusion within 12 months. 

o Claims history is subject to review. 

o Not covered for members who experienced prior portal thrombosis, unless 

the thrombosis was limited to second- or third-order portal vein branches 

 

Exclusions 

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

• Members whom immunosuppression is contraindicated.  

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

approved package labeling. 

• More than 3 infusions per lifetime. 

• Member is pregnant 

• Renal failure 

• Hepatic disease  
o Liver Function Tests (LFTs) outside normal range 

• Not covered for members who experienced prior portal thrombosis, unless the 

thrombosis was limited to second- or third-order portal vein branches 

 

References  

1. Clinical Pharmacology. Donislecel. Revision date July 21, 2023. Accessed 

December 5, 2023.  
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4. Islet Transplantation for Brittle Type 1 Diabetes: The UIC Protocol - American 

Journal of Transplantation (amjtransplant.org) 
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MVP Health Care Medical Policy   

Dupixent 

 

Type of Policy:  Drug Therapy 

Prior Approval Date:  04/01/2024 

Approval Date:    12/01/2024 

Effective Date:   02/01/2025 

Related Policies: Xolair, Select Injectables for Asthma 

 

Drugs Requiring Prior Authorization (covered under the pharmacy benefit) 

Dupixent (dupilumab) 

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

under the Part D benefit. 

 

Overview 

Dupixent is an interleukin-4 receptor alpha antagonist, which inhibits IL-4 and IL-13 cytokine-

induced inflammatory response, including the release of proinflammatory cytokines, 

chemokines, nitric oxide, and IgE, which plays a role in the development of asthma. Dupixent has 

several FDA approved indications including nasal polyps, atopic dermatitis, asthma, puruigo 

nodularis and eosinophilic esophagitis.  

 

Indication/Criteria 

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

are met:  

1. Chronic Rhinosinusitis with Nasal Polyps 

Dupixent may be considered for coverage for chronic rhinosinusitis with nasal polyps 

when the following criteria is met:  
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a. Confirmed diagnosis of nasal polyps. Chart notes must document 

diagnosis confirmation by examination, endoscopy or sinus computed 

tomography (CT) scan.  

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

immunologist 

c. Documented trial and failure of three (3) months to at least one intranasal 

corticosteroid indicated to treat nasal polyps 

d. Documented failure, contraindication, intolerance, or allergy to other 

therapy used in the management of nasal polyps such as nasal saline 

irrigations, or antileukotriene agents (montelukast, zafirlukast, zileuton) 

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

 

Dupixent will be add on maintenance in combination with an intranasal 

corticosteroid. Initial coverage will be for 12 months.  

Continued authorization up to 3 yearsmust be accompanied by current chart 

notes identifying continued benefit and compliance with combination therapy. 

Claims history must show compliance with combination therapy.   

 

2. Asthma 

Dupixent may be considered for coverage for moderate to severe asthma 

characterized by eosinophilic phenotype OR with oral corticosteroid dependent 

asthma when the following criteria is met:  

a. Member has one of the following diagnoses:  

i. Documented diagnosis of asthma with eosinophilic phenotype with 

eosinophil count between ≥150 cells/mcL to ≤ 1500 cells/mcL in 

the past 12 months OR FeNO ≥ 25ppb OR   

ii. Documented diagnosis of oral corticosteroid dependent asthma 

with at least 1 month of daily oral corticosteroid use within the last 

3 months AND 

 

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

AND 

c. Documentation and claim history must identify that the member is 

compliant with the use of a high-dose inhaled corticosteroid (ICS) and a 

long-acting beta2-agonist (LABA) AND 
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d. Member still experiencing poor asthma control and has had at least two 

asthma exacerbations in the previous year 

 

Initial approval will be for 12 months.   

 

Continued authorization for up to 3 years will be considered if there is a 

documented decrease in asthma symptoms and exacerbations 

 

3. Atopic Dermatitis 

Dupixent may be considered for coverage for atopic dermatitis when the 

following criteria is met:  

a.  Chart notes documenting a confirmed diagnosis of moderate-to-severe 

atopic dermatitis (widespread areas of dry skin, severe limitation of 

everyday activities, nightly loss of sleep). 

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

notes 

c. Chart notes documenting that symptom control has not been achieved 

with one of the following after an adequate trial:  

i. Medium or high potency topical corticosteroids OR 

ii. Topical calcineurin inhibitors (i.e. tacrolimus ointment, pimecrolimus 

cream) 

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

immunologist 

Initial approval will be for 12 months.  

Continued authorization up to 3 years months must be accompanied by current 

chart notes identifying continued benefit and improvement in symptoms from 

baseline.  

 

4. Eosinophilic Esophagitis 

Dupixent may be considered for coverage for eosinophilic esophagitis when the 

following criteria is met:  

a. Prescribed by or in consult with a gastroenterologist AND 

b. Member has a diagnosis of eosinophilic esophagitis confirmed by 

esophageal biopsy with the presence of ≥ 15 intraepithelial eosinophils 

per high-power field (eos/hpf) AND 

c. Secondary causes of eosinophilic esophagitis have been ruled out (such as 

food allergy and hypereosinophilic syndrome) AND 
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d. Chart notes documenting symptoms (such as dysphagia, reflux, vomiting, 

food getting stuck in esophagus, trouble feeding). 

e. Documentation of a previous trial with a proton pump inhibitor, 

corticosteroids and dietary modifications OR 

i. Documentation that a trial of a proton pump inhibitor, 

corticosteroids, and dietary modifications are not medically 

appropriate for the member.  

 

Initial approval will be for 12 months.  

Continued authorization up to 3 years must be accompanied by current chart 

notes identifying continued benefit and improvement in symptoms from 

baseline. 

 

5. Pruruigo Nodularis 

Dupixent may be considered for coverage for Pruruigo Nodularis 

when the following criteria is met:  

 

a. Confirmed diagnosis of pruruigo nodularis with pruritus lasting at least 6 

weeks AND 

b. Prescribed by or in consult with a dermatologist, allergist or immunologist 

AND 

c. Documentation of an inadequate response to one of the following OR 

documentation indicating why the following therapies are not medically 

appropriate for the member:  

i. A medium to high potency topical corticosteroid 

ii. A topical calcineurin inhibitor 

iii. Phototherapy 

iv. Methotrexate or cyclosporine 

 

Initial approval will be for 12 months.  

Continued authorization up to 3 years must be accompanied by current chart 

notes identifying continued benefit and improvement in symptoms from 

baseline. 

 

6. Chronic Obstructive Pulmonary Disease (COPD) 

Dupixent may be considered for coverage for COPD when the following criteria is 

met:  

a. Confirmed diagnosis of COPD 
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b. Member is followed by an allergist, immunologist or pulmonologist  

c. Documentation of inadequate control with combination therapy (either 

double or triple therapy) consisting of an inhaled corticosteroid (ICS), 

long-acting beta agonist (LABA), or long-acting muscarinic antagonist 

(LAMA) 

d. Member has eosinophilic phenotype with eosinophil count ≥300 

cells/microliter 

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

 

Initial approval will be for 12 months.  

 

Continued authorization up to 3 years must be accompanied by current chart 

notes identifying continued benefit and improvement in symptoms from 

baseline. 

 

 

 

Exclusions 

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

package labeling Dupixent is a self-administered product. Office or outpatient 

administration is not a covered benefit 

• Treatment of acute bronchospasm or status asthmaticus 

• Dual therapy with another monoclonal antibody is not a covered benefit  
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Member Product Medical Management Requirements* 

New York Products  

HMO Prior Auth 

PPO in Plan Prior Auth 

PPO OOP Prior Auth 

POS in Plan Prior Auth 

POS OOP Prior Auth 

Essential Plan Prior Auth 

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

Authorization 

MVP Child Health Plus Prior Auth 

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

Authorization 

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

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

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

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

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

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

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

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

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

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

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

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

Healthy NY  Prior Auth 

MVP Premier Prior Auth 

MVP Premier Plus Prior Auth 

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

MVP Secure  Prior Auth 

MVP EPO  Prior Auth 

MVP EPO HDHP Prior Auth 

MVP PPO Prior Auth 

MVP PPO HDHP Prior Auth 

Student Health Plans Prior Auth 

ASO See SPD 

Vermont Products  

POS in Plan Prior Auth 

POS OOP Prior Auth 

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

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

MVP VT HMO  Prior Auth 

MVP VT Plus HMO Prior Auth 

MVP VT HDHP HMO Prior Auth 

MVP VT Plus HDHP HMO Prior Auth 

MVP Secure  Prior Auth 

ASO  See SPD 

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

auth requirements are the same as listed for HMO). 

© 2025 MVP Health Plan, Inc. All rights reserved. Descriptions contained within MVP's Medical Policies are not a guarantee of 

coverage. Each MVP Group or Subscriber Contract contains specific limitations, exclusions and requirements that may affect a 

Policy. If there is any discrepancy between your Group or Subscriber Contract and a Policy, your Group or Subscriber Contract 

shall in all cases govern. 

*Medical Management Requirements 

Prior Auth     Prior Authorization Required 

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

Retro Review    Retrospective Review Required 

Not Covered    Service is not a covered benefit. 

See SPD     See Specific Plan Design 
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MVP Health Care Medical Policy 

Enteral Therapy New York 

(enteral, modified solid foods and medical foods) 

 

Type of Policy:  Drug Therapy 

Prior Approval Date:    08/01/2023 

Approval Date:     10/01/2024 

Effective Date:     01/01/2025 

Related Policies:  Enteral Therapy Vermont 

 

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

 

Enteral formula: B4100, B4102, B4103, B4104, B4149, B4150, B4152, B4153, B4154, 

B4155, B4157, B4158, B4159, B4160, B4161, B4162, Various NDC/UPC numbers 

 

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

 

Overview 

 

Enteral nutrition is a form of nutrition that is delivered into the digestive system as a 

liquid.  Enteral nutrition may be provided orally or through a feeding tube. Enteral 

products may be liquids or powders that are reconstituted to a liquid form. 

Specific diseases for which enteral formulas have been proven effective include, but are 

not limited to: 

• Inherited diseases of amino acid or organic acid metabolism, e.g. phenylketonuria 

(PKU), homocystinuria, maple syrup urine disease (MSUD), methylmalonic aciduria. 

• Crohn’s Disease 

• Gastroesophageal reflux  

• Disorders of the gastrointestinal motility such as chronic intestinal pseudo-

obstruction; or 

• Multiple, severe food allergies including but not limited to:  

• Immunoglobulin E and non-immunoglobulin E-mediated allergies,  

• Severe food protein induced enterocolitis syndrome 

• Eosinophilic disorders 

• Impaired absorption of nutrients caused by disorders affecting the 

absorptive surface, function, length, and motility of the gastrointestinal 

tract. 
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• Significant enteritis as diagnosed by a pediatric specialist. 

 

Modified Solid Foods are products (flours, breads, pasta etc.) that may be low in 

protein or contain modified protein and are required for certain inherited diseases of 

amino acid and organic acid metabolism. Medically necessary nutritional bars 

(PhenylAde, etc.), for the purpose of coverage under this benefit, will be considered 

modified solid foods.  

Medical Foods, defined in section 5(b) of the Orphan Drug Act (21 U.S.C. 360ee (b) (3)) 

are "a food which is formulated to be consumed or administered enterally under the 

supervision of a physician and which is intended for the specific dietary management of 

a disease or condition for which distinctive nutritional requirements, based on 

recognized scientific principles, are established by medical evaluation.”. In general, to be 

considered a medical food, a product must, at a minimum, meet the following 

criteria:  the product must be a food for oral or tube feeding; the product must be 

labeled for the dietary management of a specific medical disorder, disease, or condition 

for which there are distinctive nutritional requirements; and the product must be 

intended to be used under medical supervision. 

Indications/Criteria 

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

request 

 

• Must be a written order by a participating provider legally authorized to prescribe 

under Title VIII of the Education Law of the State of New York  

 

• The disease or condition must require distinctive nutritional requirements, based 

on recognized scientific principles which are published in national guidelines or 

other nationally recognized standards of care  

 

• Enteral nutrition coverage is limited to enteral formulas formulated specifically to 

treat an underlying metabolic disease documented as requiring enteral therapy in 

this policy 

 

• Specialized infant formulas, formulas that are used solely to increase caloric 

intake and products that are not specifically listed in this policy require prior 

authorization 

 

• GERD requires that appropriate drug therapy be ongoing 
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• Infants poorly tolerant to standard formula must have GERD or evidence of blood 

in the stool (which would represent significant enteritis) as observed by member’s 

physician with supporting clinical evidence  

 

• Infants with respiratory manifestations of multiple food allergies may qualify for 

coverage. 

 

• Nutritional products that are calorically incomplete (e.g. Duocal) will only be 

considered for coverage when used in combination with a covered enteral 

formula when no alternatives are available to increase caloric intake 

 

• Provider attestation indicating a nutritional consult prior to coverage AND that 

adequate nutrition is not possible by dietary adjustment and/or oral supplements 

 

• Prescription drug coverage is required 

 

• Enteral products must adjudicate through the pharmacy benefits manager at the 

point-of-service for all vendors (including but not limited to pharmacies, durable 

medical equipment and home care/home infusion providers). Please see ASO 

Variation as some groups adjudicate through the medical benefit.  

 

• Enteral therapy is subject to the applicable pharmacy copayments and days’ 

supply per dispensing 

 

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

when billed through the medical benefit as DME.  

 

Initial AND continuation approval duration is for up to 12 months 

 

 

The following formulas do not require prior authorization and will automatically 

adjudicate through the pharmacy benefits management system. All other products 

require prior authorization to determine medical necessity for all vendors. This list 

is subject to change at any time. 

 

 

ACERFLEX     POW  MSUD 2       POW  PHENYL-FREE  POW 1  UCD TRIO     POW 

BCAD 1       POW  MSUD AID     POW  PHENYL-FREE  POW 2  WND          POW 

BCAD 2       POW  MSUD ANALOG  POW  PHENYL-FREE  POW 2HP  WND 1        POW 

CAMINO PRO   POW 

BETTRMLK  MSUD COOLER  LIQ  PHLEXY-10      WND 2        POW 

CAMINO PRO15 LIQ  MSUD COOLER  LIQ 20  PHLEXY-VITS    XLEU ANALOG  POW 

COMPLEX MSD  POW JUNIOR  MSUD EXP20   PAK   PKU 2        POW  XLEU MAXAMAD POW 
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COMPLEX MSD  POW VANILLA  MSUD EXPRESS PAK  PKU 3        POW  XLEU MAXAMUM POW 

COMPLEX MSUD BAR AMINO 

AC  MSUD GEL     PAK  PKU COOLER   LIQ 15   XLYS XTRP    POW ANALOG 

COMPLEX MSUD POW  MSUD LOPHLEX LIQ LQ  PKU COOLR 10 LIQ   XLYS-XTRP    POW MAXAMAID 

CYCLINEX-1   POW  MSUD MAXAMAD POW  PKU COOLR 15 LIQ   XLYS-XTRP    POW MAXAMUM 

CYCLINEX-2   POW  MSUD MAXAMUM POW  PKU COOLR 20 LIQ   XMET ANALOG  POW 

GA           POW  OA 1         POW  PKU EXP20    PAK   XMET MAXAMAD POW 

GA DIET      POW  OA 1 DIET    POW  PKU EXPRESS  POW  XMET MAXAMUM POW 

GLUTAREX-1   POW  OA 2         POW  PKU GEL      PAK  XMTVI ANALOG POW 

GLUTAREX-2   POW  OA 2 DIET    POW  PKU LOPHLEX  LIQ LQ 20  XMTVI MAXAMD POW 

GLYTACTIN  OS 2         POW  PKU TRIO     POW   XMTVI MAXAMU POW 

HCY 1        POW  PEPTAMEN JR  LIQ   PORTAGEN     POW  XPHE MAXAMAD POW 

HCY 1 DIET   POW  PERIFLEX     POW ADVANCE  PROPIMEX-1   POW  XPHE MAXAMUM POW 

HCY 2        POW  PERIFLEX     POW INFANT  PROPIMEX-2   POW  XPHE-XTYR    POW ANALOG 

HOM 2        POW  PERIFLEX     POW JUNIOR  TYR COOLER   LIQ  XPHE-XTYR    POW MAXAMAID 

HOMINEX-1    POW  PERIFLEX LQ  LIQ PKU  TYR COOLER   LIQ 20  XPTM ANALOG  POW 

HOMINEX-2    POW  PERIFLEX LQ  LIQ PKU  TYR EXP20    PAK    

I-VALEX-1    POW  PFD 1        POW  TYR EXPRESS  PAK   

I-VALEX-2    POW  PFD 2        POW  TYR GEL      PAK   

KETONEX-1    POW  PHENEX-1     POW  TYR LOPHLEX  LIQ LQ   

KETONEX-2    POW  PHENEX-2     POW  TYREX-1      POW   

LANAFLEX     PAK  PHENYLADE      TYREX-2      POW   

LMD          POW  PHENYLADE    POW ESSNTL  TYROS 1      POW   

LMD DIET     POW  PHENYLADE    POW MTE  TYROS 2      POW   

LOPHLEX      POW  PHENYLADE40  POW  UCD 2        POW   

LOPHLEX LQ   LIQ 20  PHENYLADE60  POW  UCD ANAMIX   POW JUNIOR   

METHIONAID   POW  PROMACTIN AA PLUS     

 

Exclusions/Limitations  

 

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

supply rider 

• Enteral supplies (including but not limited to enteral feeding kits, pumps and 

poles) and/or nursing and home services when the formula is determined to be 

not medically necessary.  

• 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  

 

• Any enteral, modified solid, or medical foods is not considered medically 

necessary for any of the following:  

• Use is not based on recognized scientific principles, including but not 

limited to, accepted standards of care, will be considered not medically 

necessary  
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• Taken electively (i.e. to replace a missed meal in persons who have normal 

GI functioning)  

• Not disease specific, this includes nutritional supplements and herbal or 

natural compounds, whether or not a prescription is required (Examples 

(not limited to) : UltraClear®, Estrium®, Protrypsin®, glucosamine, 

glucosamine/chondroitin, etc.) 

• Medical foods that replace or supplement standard drug treatment (i.e. 

Limbrel, Fosteum, Nicazel and Perative) for a specific disease or condition   

 

• Patients with a functioning gastrointestinal tract unless medical necessity 

criteria are met  

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

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

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

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

process 

• Infants with colic without evidence of medical complications  

• Thickening agents that do not meet medical necessity criteria  

• Enzyme packed cartridges (e.g., Relizorb (Alcresta Pharmaceuticals)) for enzyme 

replacement in patients receiving enteral tube feedings are considered 

experimental/investigational  

  

 

Medicare Variation 

Enteral nutrition is covered under the Prosthetic Device benefit as per the 

Medicare Local Coverage Determination (LCD) for Enteral Nutrition (L38955) and 

the LCD-related Policy Article (A58833). Please refer to this guidance for 

appropriate coverage. 

Coverage of In-line digestive enzyme cartridges (ie. RELiZORB) is considered reasonable 

and necessary for the management of Medicare beneficiaries with a diagnosis of 

Exocrine Pancreatic Insufficiency (EPI) to maintain weight and strength corresponding 

with their overall health status. Please refer to LCD L38955. 

Supplemental nutritional therapy including modified solid foods, medical foods, 

nutritional supplements, and enteral products administered orally or products that do 

not meet the Medicare definition of enteral therapy are not covered under Medicare 

Part B or Medicare Part D.  

DSNP Variation (for MAP plans ONLY) 

Enteral nutrition for DSNP members is covered if it meets criteria outlined in the above 

Medicare Variation OR for the following conditions: 



 
MVP Health Care Medical Policy 

Enteral Therapy New York          Page 6 of 9 

• Tube-fed individuals who cannot chew or swallow food and must obtain nutrition 

through formula via tube 

• Individuals with rare inborn metabolic disorders requiring specific medical 

formulas to provide essential nutrients not available through any other means. 

Coverage of certain inherited disease of amino acid and organic acid metabolism 

shall include modified solid food products that are low-protein, or which contain 

modified protein  

Managed Medicaid Variation 

Medications that are a pharmacy benefit are covered and billed to New York State Fee-

For-Service (FFS) program. They are defined as medications that go through a retail or 

specialty pharmacy, including self administered injectable products. Pharmacy 

medications are subject to FFS’s clinical criteria including (but not limited to) coverage, 

quantity limit, step therapy, and prior authorization. Pharmacy benefit information can 

be found here: https://www.emedny.org/info/fullform.pdf 

ASO Variation 

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

policy and:  

1. Must be proven to be an effective treatment for individuals who, without this 

nutrition, would suffer from malnourishment, chronic disability, mental 

retardation, or death. 

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

*Failure to thrive refers to infants who fail to grow at normal standards for growth 

velocity/rate. Thus, it does not include infants and young children with genetic short 

stature, constitutional growth delay, prematurity, or intrauterine growth restriction 

who have appropriate weight-for-length and normal growth velocity. Failure to 

thrive is diagnosed when a child’s weight for age is below the fifth percentile or 

crosses two major percentile lines. It is recommended that the WHO growth charts 

be used for infants and toddlers who are less than 2 years old. The CDC growth 

charts can still be used for older children. Coverage of enteral nutrition varies by ASO 

group.  For ASO groups that cover enteral nutrition, coverage may be through the 

pharmacy benefit or the medical benefit.  Group-specific coverage can be 

determined by using the MVP Benefit Check List reference documents. 
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Member Product Medical Management Requirements* 

New York Products  

HMO Prior Auth 

PPO in Plan Prior Auth 
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PPO OOP Prior Auth 

POS in Plan Prior Auth 

POS OOP Prior Auth 

Essential Plan Prior Auth 

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

Authorization 

MVP Child Health Plus  

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

Authorization 

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

policies. 

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

policies. 

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

policies. 

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

policies. 

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

policies. 

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

policies. 

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

policies. 

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

policies. 

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

policies. 

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

policies. 

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

policies. 

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

policies. 

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

policies. 

Healthy NY  Prior Auth 

MVP Premier Prior Auth 

MVP Premier Plus Prior Auth 

MVP Premier Plus HDHP Prior Auth 

MVP Secure  Prior Auth 

MVP EPO  Prior Auth 

MVP EPO HDHP Prior Auth 

MVP PPO Prior Auth 

MVP PPO HDHP Prior Auth 

Student Health Plans Prior Auth 

ASO See SPD 

Vermont Products  

POS in Plan N/A 

POS OOP N/A 

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

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  N/A 

MVP VT Plus HMO N/A 

MVP VT HDHP HMO N/A 

MVP VT Plus HDHP HMO N/A 

MVP Secure  Prior Auth 

ASO  See SPD 

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

HMO auth requirements are the same as listed for HMO). 
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© 2024 MVP Health Plan, Inc. All rights reserved. Descriptions contained within MVP's Medical Policies are not a 

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

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

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

*Medical Management Requirements 

Prior Auth     Prior Authorization Required 

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

Retro Review    Retrospective Review Required 

Not Covered    Service is not a covered benefit. 

See SPD     See Specific Plan Design 
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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 

Enteral Therapy Vermont 

(enteral, modified solid foods and medical foods) 

 

Type of Policy:  Medical Therapy 

Prior Approval Date:     10/01/2023 

Approval Date:      10/01/2024 

Effective Date:      01/01/2025 

Related Policies: Enteral Therapy New York  

 

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

 

Enteral formula: B4100, B4102, B4103, B4104, B4149, B4150, B4152, B4153, B4154, 

B4155, B4157, B4158, B4159, B4160, B4161, B4162, Various NDC/UPC numbers 

 

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

 

Overview 

The Vermont statute covering the treatment of inherited metabolic disease mandates 

that infants born in the state are tested for certain diseases and conditions for which 

early identification and treatment will prevent severe disability or death, and, for those 

affected, to assure timely initiation of treatment services. 

The Vermont state mandate defines medical foods and low protein modified food 

products as follows: 

• Medical Food - an amino acid modified preparation that is intended to be under 

the direction of a physician for the dietary treatment of inherited metabolic 

diseases, this includes enteral formulas; and 

• Low Protein Modified Solid Food product - a food product specially 

formulated to have less than one gram of protein per serving and is intended to 

be used under the direction of a physician for the dietary treatment of a 

metabolic disease, e.g. low protein modified pasta 
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Indications/Criteria 

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

food 

• Indication of impaired absorption of nutrients or to replace or supplement a 

regular diet in the management of inherited metabolic diseases/ inborn errors of 

metabolism 

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

request 

• Provider attestation indicating a nutritional consult prior to coverage AND that 

adequate nutrition is not possible by dietary adjustment and/or oral supplements 

• Nutritional products that are calorically incomplete (e.g. Duocal) will only be 

considered for coverage when used in combination with a covered enteral 

formula when no alternatives are available to increase caloric intake 

• Enteral products must adjudicate through the pharmacy benefits manager at the 

point-of-service including but not limited to pharmacies, durable medical 

equipment and home care/home infusion providers  

 

• Medical foods and low protein modified solid food products for home use are 

covered for Vermont groups for diseases caused by an inherited abnormality of 

body chemistry for which the state of Vermont screens newborn infants 

• Coverage is dependent on the specific member benefit 

Initial AND continuation approval duration is for up to12 months 

  

Diseases screened for by the State of Vermont:   

• 3-Methylcrotonyl-CoA carboxylase deficiency (3MCC) 

• 3-OH 3-CH3 glutaric aciduria (HMG) 

• Argininosuccinic acidemia (ASA) 

• Beta-ketothiolase deficiency (BKT)  

• Biotinidase deficiency (BIOT) 

• Carnitine uptake defect (CUD)  

• Citrullinemia (CIT) 

• Congenital adrenal hyperplasia (CAH) 

• Congenital hypothyroidism (CH) 

• Critical congenital heart disease (CCHD) 

• Cystic fibrosis (CF)  
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• Galactosemia (Classical) (GALT)  

• Glutaric acidemia type I (GA I)  

• Hb S/Beta-thalassemia (Hb S/BTh) 

• Hb S/C disease (Hb S/C) 

• Hearing  

• Holocarboxylase synthetase deficiency (MCD or multiple carboxylase deficiency) 

• Homocystinuria (HCY)  

• Isovaleric acidemia (IVA) 

• Long-chain L-3-OH acyl-CoA dehydrogenase deficiency (LCHAD)  

• Maple syrup urine disease (MSUD)  

• Medium-chain acyl-CoA dehydrogenase deficiency (MCAD)  

• Methylmalonic acidemia (Cbl A, B)  

• Methylmalonic acidemia (mutase deficiency) (MUT)  

• Mucopolysaccharidosis Type I (MPS I) 

• Phenylketonuria (PKU)  

• Pompe Disease 

• Propionic acidemia (PROP) 

• Severe combined immunodeficiency (SCID) 

• Sickle cell anemia (Hb SS disease) (SS)  

• Spinal Muscular Atrophy (SMA) 

• Trifunctional protein deficiency (TFP) 

• Tyrosinemia type I (TYR I) 

• Very long-chain acyl-CoA dehydrogenase deficiency (VLCAD). 

• X-linked adrenoleukodystrophy (X-ALD) 

 

The following formulas do not require prior authorization and will automatically 

adjudicate through the pharmacy benefits management system. All other products 

require prior authorization to determine medical necessity for all vendors. This list 

is subject to change at any time. 

 

ACERFLEX     POW  MSUD 2       POW  PHENYL-FREE  POW 1  UCD TRIO     POW 

BCAD 1       POW  MSUD AID     POW  PHENYL-FREE  POW 2  WND          POW 

BCAD 2       POW  MSUD ANALOG  POW  PHENYL-FREE  POW 2HP  WND 1        POW 

CAMINO PRO   POW 

BETTRMLK  MSUD COOLER  LIQ  PHLEXY-10      WND 2        POW 

CAMINO PRO15 LIQ  MSUD COOLER  LIQ 20  PHLEXY-VITS    XLEU ANALOG  POW 

COMPLEX MSD  POW JUNIOR  MSUD EXP20   PAK   PKU 2        POW  XLEU MAXAMAD POW 

COMPLEX MSD  POW VANILLA  MSUD EXPRESS PAK  PKU 3        POW  XLEU MAXAMUM POW 

COMPLEX MSUD BAR AMINO 

AC  MSUD GEL     PAK  PKU COOLER   LIQ 15   XLYS XTRP    POW ANALOG 

COMPLEX MSUD POW  MSUD LOPHLEX LIQ LQ  PKU COOLR 10 LIQ   XLYS-XTRP    POW MAXAMAID 

CYCLINEX-1   POW  MSUD MAXAMAD POW  PKU COOLR 15 LIQ   XLYS-XTRP    POW MAXAMUM 

CYCLINEX-2   POW  MSUD MAXAMUM POW  PKU COOLR 20 LIQ   XMET ANALOG  POW 
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GA           POW  OA 1         POW  PKU EXP20    PAK   XMET MAXAMAD POW 

GA DIET      POW  OA 1 DIET    POW  PKU EXPRESS  POW  XMET MAXAMUM POW 

GLUTAREX-1   POW  OA 2         POW  PKU GEL      PAK  XMTVI ANALOG POW 

GLUTAREX-2   POW  OA 2 DIET    POW  PKU LOPHLEX  LIQ LQ 20  XMTVI MAXAMD POW 

GLYTACTIN  OS 2         POW  PKU TRIO     POW   XMTVI MAXAMU POW 

HCY 1        POW  PEPTAMEN JR  LIQ   PORTAGEN     POW  XPHE MAXAMAD POW 

HCY 1 DIET   POW  PERIFLEX     POW ADVANCE  PROPIMEX-1   POW  XPHE MAXAMUM POW 

HCY 2        POW  PERIFLEX     POW INFANT  PROPIMEX-2   POW  XPHE-XTYR    POW ANALOG 

HOM 2        POW  PERIFLEX     POW JUNIOR  TYR COOLER   LIQ  XPHE-XTYR    POW MAXAMAID 

HOMINEX-1    POW  PERIFLEX LQ  LIQ PKU  TYR COOLER   LIQ 20  XPTM ANALOG  POW 

HOMINEX-2    POW  PERIFLEX LQ  LIQ PKU  TYR EXP20    PAK    

I-VALEX-1    POW  PFD 1        POW  TYR EXPRESS  PAK   

I-VALEX-2    POW  PFD 2        POW  TYR GEL      PAK   

KETONEX-1    POW  PHENEX-1     POW  TYR LOPHLEX  LIQ LQ   

KETONEX-2    POW  PHENEX-2     POW  TYREX-1      POW   

LANAFLEX     PAK  PHENYLADE      TYREX-2      POW   

LMD          POW  PHENYLADE    POW ESSNTL  TYROS 1      POW   

LMD DIET     POW  PHENYLADE    POW MTE  TYROS 2      POW   

LOPHLEX      POW  PHENYLADE40  POW  UCD 2        POW   

LOPHLEX LQ   LIQ 20  PHENYLADE60  POW  UCD ANAMIX   POW JUNIOR   

METHIONAID   POW  PROMACTIN AA PLUS     

 

Exclusions/Limitations  

 

• A prescription drug rider is not required for Vermont plans for enteral formula, 

modified solid foods, or medical foods that meet the medical criteria  

• For Vermont Large Group plans, disposable supply kits are not covered unless 

the member has a disposable medical supply rider  

• Enteral supplies (including but not limited to enteral feeding kits, pumps and 

poles) and/or nursing and home services when the formula is determined to be 

not medically necessary  

• 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  

 

• Any enteral, modified solid, or medical foods is not considered medically 

necessary for any of the following:  

• Use is not based on recognized scientific principles, including but not 

limited to, accepted standards of care, will be considered not medically 

necessary  

• Taken electively (i.e. to replace a missed meal in persons who have normal 

GI functioning)  



 
MVP Health Care Medical Policy 

Enteral Therapy Vermont                           Page 5 of 8 

• Not disease specific, this includes nutritional supplements and herbal or 

natural compounds, whether or not a prescription is required (Examples 

(not limited to) : UltraClear®, Estrium®, Protrypsin®, glucosamine, 

glucosamine/chondroitin, etc.) 

• Medical foods that replace or supplement standard drug treatment (i.e. 

Limbrel, Fosteum, Nicazel and Perative) for a specific disease or condition   

 

• Patients with a functioning gastrointestinal tract unless medical necessity 

criteria are met  

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

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

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

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

process 

• Infants with colic without evidence of medical complications 

• Thickening agents that do not meet medical necessity criteria  

• Enzyme packed cartridges (e.g., Relizorb (Alcresta Pharmaceuticals)) for enzyme 

replacement in patients receiving enteral tube feedings are considered 

experimental/investigational 

 

Initial AND continuation approval duration is for up to 12 months 

 

 

Medicare Variation 

 

Enteral nutrition is covered under the Prosthetic Device benefit as per the 

Medicare Local Coverage Determination (LCD) for Enteral Nutrition (L38955) and 

the LCD-related Policy Article (A58833). Please refer to this guidance for 

appropriate coverage. 

 

Coverage of In-line digestive enzyme cartridges (ie. RELiZORB) is considered reasonable 

and necessary for the management of Medicare beneficiaries with a diagnosis of 

Exocrine Pancreatic Insufficiency (EPI) to maintain weight and strength corresponding 

with their overall health status. Please refer to LCD L38955. 

 

Supplemental nutritional therapy including modified solid foods, medical foods, 

nutritional supplements, and enteral products administered orally or products that do 

not meet the Medicare definition of enteral therapy are not covered under Medicare 

Part B or Medicare Part D.  
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Member Product Medical Management Requirements* 

New York Products  

HMO Prior Auth 

PPO in Plan Prior Auth 

PPO OOP Prior Auth 

POS in Plan Prior Auth 

POS OOP Prior Auth 

Essential Plan Prior Auth 

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

Authorization 
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MVP Child Health Plus Prior Auth 

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

Authorization 

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

policies. 

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

policies. 

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

policies. 

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

policies. 

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

policies. 

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

policies. 

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

policies. 

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

policies. 

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

policies. 

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

policies. 

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

policies. 

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

policies. 

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

policies. 

Healthy NY  Prior Auth 

MVP Premier Prior Auth 

MVP Premier Plus Prior Auth 

MVP Premier Plus HDHP Prior Auth 

MVP Secure  Prior Auth 

MVP EPO  Prior Auth 

MVP EPO HDHP Prior Auth 

MVP PPO Prior Auth 

MVP PPO HDHP Prior Auth 

Student Health Plans Prior Auth 

ASO See SPD 

Vermont Products  

POS in Plan N/A 

POS OOP N/A 

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

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  N/A 

MVP VT Plus HMO N/A 

MVP VT HDHP HMO N/A 

MVP VT Plus HDHP HMO N/A 

MVP Secure  Prior Auth 

ASO  See SPD 

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

Retro Review    Retrospective Review Required 

Not Covered    Service is not a covered benefit. 

See SPD     See Specific Plan Design 
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MVP Health Care Medical Policy 

Erythropoiesis Stimulating Agents (ESAs) 

Type of Policy:  Drug Therapy 

Prior Approval Date:   10/01/2023 

Approval Date:       10/01/2024 

Effective Date:    01/01/2025 

Related Policies: NA     

 

Codes Subject to Retrospective Review 

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

(epoetin alfa-epbx)  

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

alfa)  

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

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

covered under the pharmacy benefit. 

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

covered under the Part D benefit. 

 

Overview 

Erythropoietin (EPO) is a glycoprotein that regulates the production of red blood cells 

by stimulating the division and differentiation of committed erythroid progenitor cells in 

the bone marrow. Epoetin alfa has the same biological activity as native EPO. 

 

I. Dosing Limits 

A. Retacrit:  

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

• MDS and MPN: 120 billable units every 7 days 

• Surgery patients: 600 billable units every 15 days 
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• All other indications: 60 billable units every 7 days 

B. Epogen/Procrit: 

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

• MDS and MPN: 120 billable units every 7 days 

• Surgery patients: 600 billable units every 15 days 

• All other indications: 60 billable units every 7 days 

C. Aranesp: 

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

• MDS and MPN: 120 billable units every 7 days 

• Surgery patients: 600 billable units every 15 days 

• All other indications: 60 billable units every 7 days 

 

II. Indications/Criteria 

• Lab values are obtained within 30 days of the date of administration (unless otherwise 

indicated); AND 

• Prior to initiation of therapy, patient should have adequate iron stores as demonstrated 

by serum ferritin ≥ 100 ng/mL (mcg/L) and transferrin saturation (TSAT) ≥ 20%*; AND 

• Initiation of therapy Hemoglobin (Hb) < 10 g/dL and/or Hematocrit (Hct) < 30% (unless 

otherwise specified); AND  

• Other causes of anemia (e.g. hemolysis, bleeding, vitamin deficiency, etc.) have been 

ruled out; AND 

• Covered for the following indications: 

Anemia secondary to myelodysplastic syndrome (MDS)  

Treatment of lower risk disease associated with symptomatic anemia; AND 

Endogenous serum erythropoietin level of ≤ 500 mUnits/mL  

Anemia secondary to Myeloproliferative Neoplasms (MPN) - Myelofibrosis  

Endogenous serum erythropoietin level of < 500 mUnits/mL 

Anemia secondary to Hepatitis C treatment  

• Patient is receiving interferon AND ribavirin 
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Anemia secondary to rheumatoid arthritis  

Anemia secondary to chemotherapy treatment  

Patient is receiving concurrent myelosuppressive chemotherapy; AND 

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

AND 

There are a minimum of two additional months of planned chemotherapy 

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

Anemia secondary to zidovudine treated, HIV-infected patients  

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

Patient is receiving zidovudine administered at ≤ 4200 mg/week 

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

surgery  

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

and 39%; AND 

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

Anemia of Prematurity  

Used in combination with iron supplementation 

 

III. Renewal Criteria 

Coverage can be renewed based upon the following criteria: 

• Last dose less than 60 days ago; AND 

• Disease response; AND 

• Absence of unacceptable toxicity from the drug. Examples of unacceptable 

toxicity include the following: severe cardiovascular events (stroke, myocardial 

infarction, thromboembolism, uncontrolled hypertension), tumor progression or 

recurrence in patients with cancer, seizures, pure red cell aplasia, severe 

cutaneous reactions (erythema multiforme, Stevens-Johnson syndrome/toxic 

epidermal necrolysis), “gasping syndrome” (central nervous system depression, 

metabolic acidosis, gasping respirations) due to benzyl alcohol preservative, etc.; 

AND 

• Lab values are obtained within 30 days of the date of administration (unless 

otherwise indicated); AND 
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• Adequate iron stores as demonstrated by serum ferritin ≥ 100 ng/mL (mcg/L) 

and transferrin saturation (TSAT) ≥ 20% measured within the previous 3 months*; 

AND 

• Other causes of anemia (e.g. hemolysis, bleeding, vitamin deficiency, etc.) have 

been ruled out; AND 

Anemia secondary to myelodysplastic syndrome (MDS): 

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

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

post-ET myelofibrosis) 

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

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

vascular surgery 

• Hemoglobin(Hb) between 10 g/dL and 13 g/dL and/or Hematocrit(Hct) between 

30% and 39% 

Anemia secondary to chemotherapy treatment 

• Hemoglobin (Hb) <10 g/dL and/or Hematocrit (Hct) < 30%; AND 

• Patient is receiving concurrent myelosuppressive chemotherapy; AND 

• There are a minimum of two additional months of planned chemotherapy  

Anemia secondary to zidovudine treated, HIV-infected patients: 

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

• Patient is receiving zidovudine administered at ≤ 4200 mg/week  

Anemia secondary to Hepatitis C treatment: 

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

• Patient must be receiving interferon AND ribavirin 

Anemia secondary to chronic kidney disease: 

• Pediatric patients: Hemoglobin (Hb) < 12 g/dL and/or Hematocrit (Hct) < 36% 

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

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

 

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

 

IV. Dosage/Administration  

Indication Dose 

Anemia due to 

CKD – non-dialysis  

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

times weekly 

• Pediatric patients (1 month or older): 50 units/kg intravenously or 

subcutaneously three times weekly 

Anemia due to HIV 

on zidovudine 

• 100 units/kg three times weekly 

• May titrate up to 300 units/kg 

Anemia due to 

chemotherapy 

• Adults: 150 units/kg intravenously or subcutaneously three times 

weekly or 40,000 units once weekly 

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

units once weekly 

• Pediatric patients (5-18 years): 600 units/kg intravenously or 

subcutaneously once weekly 

o May titrate up to 900 units/kg once weekly 

Perioperative use • 300 units/kg/day subcutaneously for 10 days before surgery, on 

the day of surgery, and for 4 days after surgery (15 days total) 

• 600 units/kg/dose subcutaneously on days 21, 14, and 7 before 

surgery plus 1 dose on the day of surgery (4 total doses) 

Anemia due to 

HCV 

• 40,000 units intravenously or subcutaneously once weekly 

• May titrate up to 60,000 units weekly 

Anemia due to 

MDS/MPN 

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

weekly 

• 40,000 to 60,000 units once to twice weekly 
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All other 

indications 

Dosing varies; generally up to 150 units/kg intravenously or 

subcutaneously three times weekly 

 Most commonly 

initiated dose 

40,000 units weekly 
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Compendium®) Myeloproliferative Neoplasms Version 2.2018. National Comprehensive 

Cancer Network, 2017. The NCCN Compendium® is a derivative work of the NCCN 
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Guidelines®. NATIONAL COMPREHENSIVE CANCER NETWORK®, NCCN®, and NCCN 

GUIDELINES® are trademarks owned by the National Comprehensive Cancer Network, 

Inc.” To view the most recent and complete version of the Compendium, go online to 

NCCN.org. Accessed March 2018. 

7. Peeters, HR, Jongen-Lavrencic, M, Vreugdenhil, G, Swaak, AJ. Effect of recombinant 

human erythropoietin on anaemia and disease activity in patients with rheumatoid 

arthritis and anaemia of chronic disease: a randomized placebo controlled double blind 

52 weeks clinical trial. Ann Rheum Dis 1996; 55:739. 

8. Pincus T, Olsen NJ, Russell IJ, et al. Multicenter study of recombinant human 

erythropoietin in correction of anemia in rheumatoid arthritis. Am J Med 1990; 89:161-8. 

9. Saag, MS, Bowers, P, Leitz, GJ, Levine, AM. Once-weekly epoetin alfa improves quality of 

life and increases hemoglobin in anemic HIV+ patients. AIDS Res Hum Retroviruses 2004; 

20:1037. 

10. Grossman, HA, Goon, B, Bowers, P, Leitz, G. Once-weekly epoetin alfa dosing is as 

effective as three times-weekly dosing in increasing hemoglobin levels and is associated 

with improved quality of life in anemic HIV-infected patients. J Acquir Immune Defic 

Syndr 2003; 34:368. 

11. Afdhal, NH, Dieterich, DT, Pockros, PJ, et al. Epoetin alfa maintains ribavirin dose in HCV-

infected patients: a prospective, double-blind, randomized controlled study. 

Gastroenterology 2004; 126:1302. 

12. Cervantes F, Alvarez-Laran A, Hernandez-Boluda JC, et al. Erythropoietin treatment of the 

anaemia of myelofibrosis with myeloid metaplasia: results in 20 patients and review of 

the literature. British Journal of Haematology, 127: 399–403. doi:10.1111/j.1365-

2141.2004.05229.x 

13. Shaffer CL, Ransom JL. Current and theoretical considerations of erythropoietin use in 

anemia of bronchopulmonary dysplasia. J of Pediatric Pharmacy Practice 1996; 1:23-29. 

14. Reiter PD, Rosenberg AA, Valuck RJ. Factors associated with successful epoetin alfa 

therapy in premature infants. Ann Pharmacother 2000; 34:433-439. 

 

 

Member Product Medical Management Requirements* 

New York Products  

HMO Potential for Retrospective Review 

PPO in Plan Potential for Retrospective Review 

PPO OOP Potential for Retrospective Review 

POS in Plan Potential for Retrospective Review 

POS OOP Potential for Retrospective Review 

http://www.uptodate.com/online/content/abstract.do?topicKey=rheumart%2F6796&refNum=17
http://www.uptodate.com/online/content/abstract.do?topicKey=rheumart%2F6796&refNum=17
http://www.uptodate.com/online/content/abstract.do?topicKey=rheumart%2F6796&refNum=17
http://www.uptodate.com/online/content/abstract.do?topicKey=rheumart%2F6796&refNum=17


 
MVP Health Care Medical Policy 

Erythropoiesis Stimulating Agents                           Page 8 of 9 

Essential Plan Potential for Retrospective Review 

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

Potential for Retrospective Review 

MVP Child Health Plus  

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

Potential for Retrospective Review 

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

policies. 

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

policies. 

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

policies. 

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

policies. 

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

policies. 

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

policies. 

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

policies. 

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

policies. 

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

policies. 

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

policies. 

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

policies. 

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

policies. 

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

policies. 

Healthy NY  Potential for Retrospective Review 

MVP Premier Potential for Retrospective Review 

MVP Premier Plus Potential for Retrospective Review 

MVP Premier Plus HDHP Potential for Retrospective Review 

MVP Secure  Potential for Retrospective Review 

MVP EPO  Potential for Retrospective Review 

MVP EPO HDHP Potential for Retrospective Review 

MVP PPO Potential for Retrospective Review 

MVP PPO HDHP Potential for Retrospective Review 

Student Health Plans Potential for Retrospective Review 

ASO See SPD 

Vermont Products  

POS in Plan Potential for Retrospective Review 

POS OOP Potential for Retrospective Review 

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

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  Potential for Retrospective Review 

MVP VT Plus HMO Potential for Retrospective Review 

MVP VT HDHP HMO Potential for Retrospective Review 

MVP VT Plus HDHP HMO Potential for Retrospective Review 

MVP Secure  Potential for Retrospective Review 

ASO  See SPD 

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

HMO auth requirements are the same as listed for HMO). 
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© 2024 MVP Health Plan, Inc. All rights reserved. Descriptions contained within MVP's Medical Policies are not a 

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

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

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

*Medical Management Requirements 

Prior Auth     Prior Authorization Required 

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

Retro Review    Retrospective Review Required 

Not Covered    Service is not a covered benefit. 

See SPD     See Specific Plan Design 
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MVP Health Care Medical Policy 

GLP-1 Receptor Agonists 

(prospective) 
 

Type of Policy:  Drug Therapy 

Prior Approval Date:   08/01/2023 

Approval Date:   02/01/2024 

Effective Date:   04/01/2025 

Related Policies: NA 

 

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

policies. 

 

Drugs Requiring Prior Authorization under the pharmacy benefit 

Adlyxin 

Ozempic 

Rybelsus 

Trulicity 

Victoza 

Mounjaro 

Byetta 

Bydureon/ Bydureon BCISE 

 

Overview 

Glucagon-like peptide-1 receptor agonists (GLP-1) is a class of anti-diabetic medications 

that exert their main effect by stimulating glucose-dependent insulin release from the 

pancreatic islets. Per current American Diabetic Association guidelines, they are 

considered additive therapy to metformin and lifestyle modifications (such as diet and 
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exercise). There are specific GLP-1 Receptor Agonists with an indication for weight loss 

(rather than Type 2 diabetes) which include Saxenda, Zepbound and Wegovy. 

Indications/Criteria 

GLP-1 Receptor Agonists may be considered for coverage when the following criteria is 

met:  

• Documentation of a diagnosis of Type 2 diabetes AND 

• Member has a 90 day supply of an antidiabetic medication in the past 180 days 

within their claims history or chart notes. Antidiabetic medications include:  

o Metformin 

o SGLT-2 Inhibitor (i.e Farxiga, Invokana, Invokamet, Jardiance, Steglatro) 

o DPP-4 (i.e Janumet, Januvia, Nesina, Onglyza, Tradjenta) 

o Sulfonylurea (i.e. glimepiride, glipizide, glyburide) 

o Thiazolidinediones (i.e. pioglitazone) 

o Basal insulin (i.e. Basaglar, Lantus, Levemir, Semglee, Tresiba) 

o Regular/Intermediate Insulin (i.e. Novolin R, Humulin R) 

o Rapid acting insulin (i.e Novolog, Humalog, Fiasp) 

o Insulin combinations (i.e Novolog Mix, Humalog Mix) 

o Glucagon 

 

 

Initial approval will be for 6 months 

 

Extension requests will be approved up to 12 months if the member continues to meet 

the coverage criteria within the policy.   

 

Exclusions 

The use of any drugs listed in this policy will not be covered for the following situations: 

• GLP-1 agonists that do not have an FDA approved indication for weight loss, will 

not be covered for weight loss. 

• Medications that are on label for weight loss are subject to the “Weight loss 

products” criteria in the Quantity Limits for Prescription Drugs policy. 

• Age, dose, frequency outside of FDA approved labeling 

 

References  
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1. American Diabetes Association. Diabetes Care; vol 44. Supplement 1; Jan 2021. 9. 

Pharmacologic Approaches to Glycemic Treatment: Standards of Medical Care in 

Diabetes—2021 (silverchair.com)  

2. Glucagon-like peptide 1 based therapies for the treatment of type 2 diabetes 

mellitus. September 2022. Up to Date. Glucagon-like peptide 1-based therapies 

for the treatment of type 2 diabetes mellitus - UpToDate 

 

Member Product Medical Management Requirements* 

New York Products  

HMO Prior Auth 

PPO in Plan Prior Auth 

PPO OOP Prior Auth 

POS in Plan Prior Auth 

POS OOP Prior Auth 

Essential Plan Prior Auth 

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

Prior Authorization 

MVP Child Health Plus Prior Auth 

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

Prior Authorization 

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

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

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

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

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

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

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

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

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

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

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

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

policies. Healthy NY  Prior Auth 

MVP Premier Prior Auth 

MVP Premier Plus Prior Auth 

MVP Premier Plus HDHP Prior Auth 

MVP Secure  Prior Auth 

MVP EPO  Prior Auth 

MVP EPO HDHP Prior Auth 

MVP PPO Prior Auth 

MVP PPO HDHP Prior Auth 

Student Health Plans Prior Auth 

ASO See SPD 

Vermont Products  

POS in Plan Prior Auth 

POS OOP Prior Auth 

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

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

policies. MVP VT HMO  Prior Auth 

MVP VT Plus HMO Prior Auth 

MVP VT HDHP HMO Prior Auth 

MVP VT Plus HDHP HMO Prior Auth 

MVP Secure  Prior Auth 

ASO  See SPD 

https://watermark.silverchair.com/dc21s009.pdf?token=AQECAHi208BE49Ooan9kkhW_Ercy7Dm3ZL_9Cf3qfKAc485ysgAAAr0wggK5BgkqhkiG9w0BBwagggKqMIICpgIBADCCAp8GCSqGSIb3DQEHATAeBglghkgBZQMEAS4wEQQME1AEODS4knYjYVoBAgEQgIICcIfsaZhob9CWPOXFtKq1k0EenhQzu4i1-6dorBSAoI-o1EeY4p4bhK8fzr4M25cTq1qZ_b8gluHqbj66M5Iy6iaDtPgyuwuY1G2_fGz336znas0-o96RRepF4LJelbqpjd28LBywJVIfTmqavhuxcUY0kqk8oCGla1vlk3AbRNxnxNzvQdx47WbkMM20DsI27wDh4_EMySkCrBu9GCQwSuZK-XxzOkPhzi19D6h6_7Ry3YfahFBrga1Ay7VpzNZuKDyrVJBc05FBq3Lq2KJbf2etXoHf4hpdfbW7uRlhzJp3wtxR7DbK-lbljD4RlOIbm9JG404NsDFeQl4GLZC8n2bvFvMMnQPHa4GCDDztq8PsDp3IDMGvQYVPREOFgVhfVMmQwxLd9Vo5s_Ywgo0N5SfgPGinZ71Tc2IZ53yN19VNrhPFuDbZNYbabp95dYQ-TU9eNQqPH_9ZbNJxNkoCQj4d6B7g6bvjuLoVHwJ0G185lQx3NpErzP2mWRw-5rLCp-9qXwfqt5JxDPNQrfnZq7oH6oT5voK3Jb1f_-lf2IwaQBjPUiNKfP6EsiyYoJuYuw7fHLha_1NLuLTpkdaPCMcOUVlVSzOWKgWvvgWkSUszhENSjoO91Q6ngmESY8WVh7udOskr3vBpPW5j3NlQiRpfCE-ZMFnq1JfZ5UzuuB4y9wFLDGP5DMyEHT_uSDEDn6_CXzKAMyJSKpBiRdaKSPDu8sAi86lMkMuK9EbDlstQ3bXjiadzdBu64DgLW9WSWvLRBUiVE37oRm6HLbzBN2G_a40UBMTSuFh7gwKUg-RdY2VT7TOEWWFhNv9fOZ4dBQ
https://watermark.silverchair.com/dc21s009.pdf?token=AQECAHi208BE49Ooan9kkhW_Ercy7Dm3ZL_9Cf3qfKAc485ysgAAAr0wggK5BgkqhkiG9w0BBwagggKqMIICpgIBADCCAp8GCSqGSIb3DQEHATAeBglghkgBZQMEAS4wEQQME1AEODS4knYjYVoBAgEQgIICcIfsaZhob9CWPOXFtKq1k0EenhQzu4i1-6dorBSAoI-o1EeY4p4bhK8fzr4M25cTq1qZ_b8gluHqbj66M5Iy6iaDtPgyuwuY1G2_fGz336znas0-o96RRepF4LJelbqpjd28LBywJVIfTmqavhuxcUY0kqk8oCGla1vlk3AbRNxnxNzvQdx47WbkMM20DsI27wDh4_EMySkCrBu9GCQwSuZK-XxzOkPhzi19D6h6_7Ry3YfahFBrga1Ay7VpzNZuKDyrVJBc05FBq3Lq2KJbf2etXoHf4hpdfbW7uRlhzJp3wtxR7DbK-lbljD4RlOIbm9JG404NsDFeQl4GLZC8n2bvFvMMnQPHa4GCDDztq8PsDp3IDMGvQYVPREOFgVhfVMmQwxLd9Vo5s_Ywgo0N5SfgPGinZ71Tc2IZ53yN19VNrhPFuDbZNYbabp95dYQ-TU9eNQqPH_9ZbNJxNkoCQj4d6B7g6bvjuLoVHwJ0G185lQx3NpErzP2mWRw-5rLCp-9qXwfqt5JxDPNQrfnZq7oH6oT5voK3Jb1f_-lf2IwaQBjPUiNKfP6EsiyYoJuYuw7fHLha_1NLuLTpkdaPCMcOUVlVSzOWKgWvvgWkSUszhENSjoO91Q6ngmESY8WVh7udOskr3vBpPW5j3NlQiRpfCE-ZMFnq1JfZ5UzuuB4y9wFLDGP5DMyEHT_uSDEDn6_CXzKAMyJSKpBiRdaKSPDu8sAi86lMkMuK9EbDlstQ3bXjiadzdBu64DgLW9WSWvLRBUiVE37oRm6HLbzBN2G_a40UBMTSuFh7gwKUg-RdY2VT7TOEWWFhNv9fOZ4dBQ
https://watermark.silverchair.com/dc21s009.pdf?token=AQECAHi208BE49Ooan9kkhW_Ercy7Dm3ZL_9Cf3qfKAc485ysgAAAr0wggK5BgkqhkiG9w0BBwagggKqMIICpgIBADCCAp8GCSqGSIb3DQEHATAeBglghkgBZQMEAS4wEQQME1AEODS4knYjYVoBAgEQgIICcIfsaZhob9CWPOXFtKq1k0EenhQzu4i1-6dorBSAoI-o1EeY4p4bhK8fzr4M25cTq1qZ_b8gluHqbj66M5Iy6iaDtPgyuwuY1G2_fGz336znas0-o96RRepF4LJelbqpjd28LBywJVIfTmqavhuxcUY0kqk8oCGla1vlk3AbRNxnxNzvQdx47WbkMM20DsI27wDh4_EMySkCrBu9GCQwSuZK-XxzOkPhzi19D6h6_7Ry3YfahFBrga1Ay7VpzNZuKDyrVJBc05FBq3Lq2KJbf2etXoHf4hpdfbW7uRlhzJp3wtxR7DbK-lbljD4RlOIbm9JG404NsDFeQl4GLZC8n2bvFvMMnQPHa4GCDDztq8PsDp3IDMGvQYVPREOFgVhfVMmQwxLd9Vo5s_Ywgo0N5SfgPGinZ71Tc2IZ53yN19VNrhPFuDbZNYbabp95dYQ-TU9eNQqPH_9ZbNJxNkoCQj4d6B7g6bvjuLoVHwJ0G185lQx3NpErzP2mWRw-5rLCp-9qXwfqt5JxDPNQrfnZq7oH6oT5voK3Jb1f_-lf2IwaQBjPUiNKfP6EsiyYoJuYuw7fHLha_1NLuLTpkdaPCMcOUVlVSzOWKgWvvgWkSUszhENSjoO91Q6ngmESY8WVh7udOskr3vBpPW5j3NlQiRpfCE-ZMFnq1JfZ5UzuuB4y9wFLDGP5DMyEHT_uSDEDn6_CXzKAMyJSKpBiRdaKSPDu8sAi86lMkMuK9EbDlstQ3bXjiadzdBu64DgLW9WSWvLRBUiVE37oRm6HLbzBN2G_a40UBMTSuFh7gwKUg-RdY2VT7TOEWWFhNv9fOZ4dBQ
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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). 

© 2025 MVP Health Plan, Inc. All rights reserved. Descriptions contained within MVP's Medical Policies are not a 

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

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

or Subscriber Contract shall in all cases govern. 

*Medical Management Requirements 

Prior Auth     Prior Authorization Required 

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

Retro Review    Retrospective Review Required 

Not Covered    Service is not a covered benefit. 

See SPD     See Specific Plan Design 
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MVP Health Care Medical Policy 

                             Government Programs Over-the-Counter (OTC) Drug Coverage 

             (For Child Health Plus and select Essential Plan Members Only) 

 

Type of Policy:  Drug Therapy 

Prior Approval Date:   12/01/2023 

Approval Date:        12/01/2024 

Effective Date:       02/01/2025 

Related Policies:  Enteral Therapy- New York 

 

Codes: N/A 

Overview 

Child Health Plus and select Essential Plans cover certain OTC drugs and supplies as 

listed in this policy. Coverage for these products will be allowed at a participating 

pharmacy.  

 

 

Indications/Criteria 

• Subject to applicable copayment 

• Prescription must be filled by a participating pharmacy.  

• A prescription for an OTC product described above must be written by a 

participating provider 

• Coverage of OTC medications and quantities follow the New York State Medicaid 

Program Pharmacy Fee Schedule (4.1) for the MVP Medicaid, Child Health Plus 

and select Essential Plan products. 

• A prescription for an OTC product described below must be written by a 

practitioner licensed and authorized to prescribe medications. 

• The over-the-counter medications in the following classes are covered for Child 

Health Plus and select Essential Plan members: 

Enteral Nutrition* 

ANALGESIC AND ANTIPYRETIC  

ANTACID   

ANTI-DIARRHEAL   

ANTIHISTAMINE   

ANTI-VERTIGO   

ARTIFICIAL TEARS AND OCCULAR/ORAL LUBRICANTS   

CHRONIC RENAL DISEASE   
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COUGH AND COLD   

DERMATOLOGICAL   

FAMILY PLANNING  

FECAL SOFTENER AND LAXATIVE   

HEMATINIC   

INSULIN   

INSULIN, BIOSYNTHETIC HUMAN  

PEDICULOCIDE   

SMOKING CESSATION AGENTS   

VITAMIN/MINERAL   

 
*May require prior authorization per MVP Benefit Interpretation 
qQuantity Limits may apply 

 

For detailed information on covered non-prescription/OTC drugs refer to the New 

York State Medicaid Pharmacy List of Reimbursable Drugs available at:  

https://www.emedny.org/info/formfile.aspx 

 

• Certain over the counter supplies are covered at the pharmacy based on the NYS 

Medicaid Pharmacy Services Fee Schedule. Examples of coverage are listed below 

and the full list is available at:  Pharmacy_Fee_Schedule.xls (live.com) 

• Contraceptive Condoms  

• Diabetic supplies 

• Humidifiers/Vaporizers  

• Nebulizers and supplies  

• Ostomy supplies  

• Peak Flow meters 

• Spacers 

• Incontinence supplies 

• Diapers 

• Wound dressings 

• Enteral supplies 

• Breast pumps 

 

Exclusions/Limitations 

• Humidifiers and vaporizers are limited to 1 unit per year 

• Nebulizers are limited to 1 unit per year. There are no limits 

on nebulizer supplies (i.e. masks) 

• Peak Flow meters are limited to 1 unit every 6 months 

• Spacers are limited to 1 unit every 6 months. There is no limit 

to replacement bags for certain products       

https://www.emedny.org/info/formfile.aspx
https://view.officeapps.live.com/op/view.aspx?src=https%3A%2F%2Fwww.emedny.org%2FProviderManuals%2FPharmacy%2FPDFS%2FPharmacy_Fee_Schedule.xls&wdOrigin=BROWSELINK
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• Requests for OTC products other than those listed as 

covered in the subscriber contract will be denied as a non-

covered benefit.  

 

References 

1. New York State Medicaid Program Pharmacy Procedure Codes. Version 2022-2.  

Pharmacy_Procedure_Codes.pdf (emedny.org) 

 

2. New York State Pharmacy Fee Schedule October 12, 2022. Accessed on October 27, 

2022. Available at: Pharmacy_Fee_Schedule.xls (live.com) 

3. New York State Medicaid Fee-For-Service Program Pharmacy Manual Policy Guidelines. 

October 2022; Version 2022-2. Accessed on October 27, 2022. Available at: Pharmacy 

Policy Guidelines (emedny.org) 

 

 

 

New York Products  

HMO Not Covered 

PPO in Plan Not Covered 

PPO OOP Not Covered 

POS in Plan Not Covered 

POS OOP Not Covered 

Essential Plan Covered (exception of some enterals) 

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

Authorization 

MVP Child Health Plus Covered (exception of some enterals) 

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

Authorization 

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

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

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

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

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

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

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

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

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

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

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

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

Healthy NY  Not Covered 

MVP Premier Not Covered 

MVP Premier Plus Not Covered 

MVP Premier Plus HDHP Not Covered 

MVP Secure  Not Covered 

MVP EPO  Not Covered 

MVP EPO HDHP Not Covered 

MVP PPO Not Covered 

MVP PPO HDHP Not Covered 

Student Health Plans Not Covered 

ASO See SPD 

Vermont Products  

POS in Plan Not Covered 

POS OOP Not Covered 

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

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

https://www.emedny.org/ProviderManuals/Pharmacy/PDFS/Pharmacy_Procedure_Codes.pdf
https://view.officeapps.live.com/op/view.aspx?src=https%3A%2F%2Fwww.emedny.org%2FProviderManuals%2FPharmacy%2FPDFS%2FPharmacy_Fee_Schedule.xls&wdOrigin=BROWSELINK
https://www.emedny.org/ProviderManuals/Pharmacy/PDFS/Pharmacy_Policy_Guidelines.pdf
https://www.emedny.org/ProviderManuals/Pharmacy/PDFS/Pharmacy_Policy_Guidelines.pdf


 
MVP Health Care Medical Policy 

Government Programs OTC               Page 
4 of 4 

MVP VT HMO  Not Covered 

MVP VT Plus HMO Not Covered 

MVP VT HDHP HMO Not Covered 

MVP VT Plus HDHP HMO Not Covered 

MVP Secure  Not Covered 

ASO  See SPD 

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

requirements are the same as listed for HMO). 

© 2025 MVP Health Plan, Inc. All rights reserved. Descriptions contained within MVP's Medical Policies are not a guarantee of 

coverage. Each MVP Group or Subscriber Contract contains specific limitations, exclusions and requirements that may affect a 

Policy. If there is any discrepancy between your Group or Subscriber Contract and a Policy, your Group or Subscriber Contract 

shall in all cases govern. 

*Medical Management Requirements 

Prior Auth     Prior Authorization Required 

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

Retro Review    Retrospective Review Required 

Not Covered    Service is not a covered benefit. 

See SPD     See Specific Plan Design 
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MVP Health Care Medical Policy 

Hepatitis C Treatment 

  

 

 

Type of Policy:  Drug Therapy 

Prior Approval Date:   12/01/2023 

Approval Date:      12/01/2024 

Effective Date:    02/01/2025 

Related Policies: NA 

 

Drugs Requiring Prior Authorization (covered under the pharmacy benefit) 

Harvoni® (ledipasvir/sofosbuvir) tablets, for oral use and oral pellets 

Sovaldi™ (sofosbuvir) tablets, for oral use and oral pellets 

Epclusa® (sofosbuvir/velpatasvir) tablets, for oral use and oral pellets 

Mavyret™ (glecaprevir/pibrentasvir) tablets, for oral use and oral pellets 

Vosevi™ tablets (sofosbuvir/velpatasvir/voxilaprevir) 

Peg-Intron® injection, for subcutaneous use (pegylated interferon alpha-2b)  

Pegasys® injection, for subcutaneous use (pegylated interferon alpha-2a) 

ribavirin 

ledipasvir/sofosbuvir 

sofosbuvir/velpatasvir 

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

under the Part D benefit. 

 

Refer to the MVP website for the Medicare Part B policies for coverage criteria of drugs 

covered under the medical benefit. 
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Overview 

An estimated 2.7-3.9 million persons in the Unites States have chronic Hepatitis C virus 

(HCV).  The course of HCV varies greatly in its course and outcome. Genotype 1, the most 

predominant form of HCV in the US, is also associated with lower response rates to 

therapy than genotypes 2 and 3. 

 

 

Preferred Agents: 

The following medications below are preferred therapies: Documentation must be 

provided to support the use of other treatment regimens. 

• Epclusa-Genotypes 1-6 

• Harvoni-Genotypes 1, 4, 5, 6 

• Mavyret-Genotype 1-6  

• Vosevi-Genotypes 1-6  

Indications/Criteria 

The following information must be provided for all drugs: 

• Test results identifying HCV-antibody, quantitative HCV PCR level (viral load), 

HCV genotype, and fibrosis score must be provided 

• Documentation identifying if member is treatment naïve or experienced and 

previous treatment regimen  

• Regimen for initial therapy or retreatment and duration of therapy will be based 

on the current American Association for the Study of Liver Disease 

(AASLD)/Infectious Disease Society of America (IDSA) guidance for the Testing, 

Managing, and Treating Hepatitis C. http://www.hcvguidelines.org/ 

• Preferred agents based on genotype must be used unless documentation is 

provided identifying a contraindication or intolerance   

 

Exclusions 

• Use of ribavirin during pregnancy 

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

approved package labeling.  

• Use with drugs that are contraindicated per package labeling 

• Treatments not supported by the AASLD HCV: Recommendations for Testing, 

Managing, and Treating Hepatitis C guidelines 

 

http://www.hcvguidelines.org/
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Member Product Medical Management Requirements* 

New York Products  

https://www.cdc.gov/hepatitis/hcv/index.htm
https://www.hcvguidelines.org/announcements/10242022-0000/whats-new-updates-and-changes-guidance
https://www.hcvguidelines.org/announcements/10242022-0000/whats-new-updates-and-changes-guidance
https://www.hcvguidelines.org/evaluate/testing-and-linkage
https://www.hcvguidelines.org/evaluate/testing-and-linkage
http://www.hcvguidelines.org/
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HMO Prior Auth 

PPO in Plan Prior Auth 

PPO OOP Prior Auth 

POS in Plan Prior Auth 

POS OOP Prior Auth 

Essential Plan Prior Auth 

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

Authorization 

MVP Child Health Plus Prior Auth 

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

Authorization 

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

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

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

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

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

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

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

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

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

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

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

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

Healthy NY  Prior Auth 

MVP Premier Prior Auth 

MVP Premier Plus Prior Auth 

MVP Premier Plus HDHP Prior Auth 

MVP Secure  Prior Auth 

MVP EPO  Prior Auth 

MVP EPO HDHP Prior Auth 

MVP PPO Prior Auth 

MVP PPO HDHP Prior Auth 

Student Health Plans Prior Auth 

ASO See SPD 

Vermont Products  

POS in Plan Prior Auth 

POS OOP Prior Auth 

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

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

MVP VT HMO  Prior Auth 

MVP VT Plus HMO Prior Auth 

MVP VT HDHP HMO Prior Auth 

MVP VT Plus HDHP HMO Prior Auth 

MVP Secure  Prior Auth 

ASO  See SPD 

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

requirements are the same as listed for HMO). 

© 2025 MVP Health Plan, Inc. All rights reserved. Descriptions contained within MVP's Medical Policies are not a guarantee of 

coverage. Each MVP Group or Subscriber Contract contains specific limitations, exclusions and requirements that may affect a Policy. 

If there is any discrepancy between your Group or Subscriber Contract and a Policy, your Group or Subscriber Contract shall in all 

cases govern. 

*Medical Management Requirements 

Prior Auth     Prior Authorization Required 

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

Retro Review    Retrospective Review Required 

Not Covered    Service is not a covered benefit. 

See SPD     See Specific Plan Design 
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MVP Health Care Medical Policy 

Infertility Drug Therapy (Commercial/Marketplace) 

 

 

Type of Policy:  Drug Therapy 

Prior Approval Date:    02/01/2024 

Approval Date:    02/01/2025 

Effective Date:      04/01/2025 

Related Policies:   

Infertility (Advanced Services) and In Vitro Fertilization (IVF) 

Infertility Basic Services 

Fertility Preservation Services 

   Experimental or Investigational Procedures  

 

Drugs Requiring Prior Authorization (Covered under the pharmacy benefit – see grid 

for variations) 

• J3355 Bravelle, (Injection, urofollitropin, 75 IU) 

• J3490 Cetrotide (cetrorelix acetate for injection) 

• J9218 Lupron (Leuprolide acetate, per 1 mg) 

• J0725 Pregnyl, Novarel  (Injection, chorionic gonadotropin, per 1,000 USP units) 

• J3590 Ovidrel 

• J3590 Menopur, Repronex (Injection, menotropins, 75 IU) 

• J3490 Gonal-F (Injection, follitropin alfa, 75 IU) 

• J3590 Follistim AQ (Injection, follitropin beta, 75 IU) 

• J3490 Ganirelix (Injection, ganirelix acetate, 250 mcg) 

• Clomid, Serophene (oral tablets, clomiphene 50mg)- quantity limit 30 tablets per 

30 days. Prior Authorization required only if quantity limit is exceeded. 

 



 
MVP Health Care Medical Policy 

Infertility Drug Therapy         Page 2 of 9 

 

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

benefit. 

 

Overview 

MVP Health Care uses guidelines established by the American College of Obstetricians 

and Gynecologists, the American Society of Reproductive Medicine, and New York State 

Department of Financial Services. Infertility is determined by:  

• The inability of opposite-sex partners to establish a clinical pregnancy after 

twelve months of regular, unprotected intercourse; OR 

• The inability of opposite-sex partners to establish a clinical pregnancy after six 

months of regular, unprotected  intercourse  a person with internal reproductive 

organs thirty-five years of age or older OR 

• The inability of an individual to establish a clinical pregnancy due to sexual 

orientation or gender identity.  

 

 

Indications/Criteria 

1. For In-Vitro Fertilization (IVF):  

a. If the member’s specific contract/benefit allows for IVF coverage under the 

NYS mandate and there is an approved medical case for the procedure, 

then please see the In-Vitro-Fertilization (IVF) and Preservation section and 

Table 1 within this policy.  

 

2. For Fertility Preservation:  

a. If the member’s specific contract/benefit allows for Fertility Preservation 

coverage under the NYS mandate and there is an approved medical case 

for the procedure then please see the In-Vitro-Fertilization (IVF) and 

Preservation section and Table 1 within this policy.  

 

For all other covered procedures (such as Intrauterine Insemination (IUI), timed 

intercourse, etc): Limitations for coverage are as follows: 

 

1. Coverage for additional infertility medications that exceed the limits 

defined in Table 1 will be considered on a case-by-case basis when the 

treating physician submits a revised treatment plan indicating the medical 

efficacy of such treatment. 
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2. Any drug not identified in this policy that is being used for infertility 

requires prior authorization. Off-label requests must meet criteria 

identified in the Experimental or Investigational Policy. 

 

 

Table 1 

Drug/Drug Class Drug Examples Benefit Requirements Coverage 

Description 

HCG (in combination or as 

monotherapy),  

  

  

Pregnyl, Ovidrel, 

Novarel 
No prior authorization 

is required for up to 9 

cycles per pregnancy  

  

Lifetime limit 18 cycles. 

No cycle limits for 

Fertility Preservation. 

Drugs are covered for 9 

cycles. 

CLOMIPHENE 

  

  

  

Clomid, Serophene No prior authorization 

is required for up to 6 

cycles per pregnancy 

and within quantity 

limit (30 tablets/30 

days)  

 

Lifetime limit 12 cycles. 

 

No cycle limits for 

Fertility Preservation.  

Drugs are covered for 6 

cycles. 

FSH-CONTAINING  

GONADOTROPIN 

PREPARATIONS 

Bravelle, Gonal-F, 

Follistim AQ 

Repronex, 

Menopur 

IVF: Prior authorization 

is required. Lifetime 

limit of 3 IVF cycles. 

 

 

IVF: Drugs are covered for 

a lifetime limit of 3 IVF 

cycles (see IVF variation). 

Follistim AQ is the 

preferred recombinant 

FSH.  
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MVP Health Care Medical Policy 

Infliximab 

 

Type of Policy:  Drug/Medical Therapy 

Prior Approval Date:  12/01/2023 

Approval Date:     10/01/2024 

Effective Date:     01/01/2025 

Related Policies:    Experimental or Investigational Procedures, Apremilast, 

Etanercept, Risankizumab, Adalimumab, Tofacitinib, Upadacitinib, Ustekinumab, 

Zeposia, Secukinumab 

  

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

under the Part D benefit. 

Refer to the MVP website for the Medicare Part B policies for coverage criteria of drugs 

covered under the medical benefit. 

Codes Requiring Prior Authorization (covered under the medical benefit) 

J1745 Injection, infliximab, 10 mg (Remicade®/Infliximab) 

Q5103 Injection, infliximab, 10mg (Inflectra) 

Q5104 Injection, infliximab, 10mg (Renflexis) 

Q5121 Infliximab, 10mg (Avsola) 

 

Overview 

Infliximab (Remicade®/Infliximab, Inflectra, Avsola, Renflexis), bind specifically to human 

tumor necrosis factor alpha (TNF-α). TNF-α is a pro-inflammatory cytokine that is 

important in the induction of other inflammatory cytokines that initiate and maintain the 

tissue inflammatory response.  Inhibiting the binding of TNFα to its receptors prevents 

the release of the pro-inflammatory cytokines that are involved in the body’s immune 

and inflammatory responses. Patients who receive infliximab are at increased risk for 

developing serious infection that may result in hospitalization and/or death.  Members 

should be screened for immunologic and infectious disease prior to initiating therapy.  
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Medicaid Variation: Medications that are a pharmacy benefit are covered and billed to 

New York State Fee-For-Service (FFS) program. They are defined as medications that go 

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

Pharmacy medications are subject to FFS’s clinical criteria including (but not limited to) 

coverage, quantity limit, step therapy, and prior authorization. Pharmacy benefit 

information can be found here: https://www.emedny.org/info/fullform.pdf 

Indications/Criteria 

  

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

diagnosis criteria below.  

• Renflexis, and Inflectra are the preferred infliximab products.  Approval for Avsola 

or Remicade/Infliximab will require documentation of medical necessity including 

side effects or drug failure of an adequate trial of Renflexis, and Inflectra. 

• For all indications listed below the use of infliximab will require failure or 

contraindication to all preferred self-administered biologic therapies for the 

indication 

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

rheumatologist/immunologist/dermatologist/ gastroenterologist/colorectal 

surgeon 

• Initial approval for all indications will be for six months, continuation up to one 

year will require documentation of improved member status. 

• Site of Care 

o Per the MVP Health Care Pharmacy Management Programs policy, Avsola, 

Inflectra, Remicade and Renflexis are subject to Site of Care requirements 

and must be obtained through a preferred home infusion vendor. Prior 

Authorization and medical justification is required for Avsola, Inflectra, 

Remicade and Renflexis obtained and administered in other outpatient 

settings such as a provider’s office or hospital facility.  

o MVP will allow 60 days after prior authorization approval for members to 

transfer to a preferred infusion site. 

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

For the treatment of active moderate to severe ankylosing spondylitis the 

following criteria must be met: 

 

• Chart notes documenting failure of at least one trial of NSAIDS at 

maximum tolerated dose unless the member has contraindications to 

NSAID therapy such as cardiovascular disease, peptic ulcer disease or renal 

disease AND 

• Chart notes are provided documenting significant clinical symptoms such 

as fatigue, spinal pain, arthralgia, inflammation of joints and tendons, and 

morning stiffness duration AND 

Chart notes are provided documenting an insufficient response to at least one 

local corticosteroid injection in patients with symptomatic peripheral arthritis  

Initial approval will be for 6 months 

 

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

a continued benefit to therapy.  Extension requests where the Infliximab did 

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

clinical rationale for continuing. 

 

B. Crohn’s Disease 

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

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

be met: 

 

• If the member is  <18 years old   ,  Pediatric Crohn’s disease requests will 

be reviewed on a case-by-case basis. OR  

 

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

adalimumab OR 

 

• Rationale accompanied by documentation is provided identifying why the 

member or caregiver is unable to self-administer adalimumab OR 

 

• If adalimumab therapy is not appropriate, rationale for medical necessity 

of infliximab must be provided (i.e., contraindication, disease severity) and 
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will be reviewed on a case-by-case basis in accordance with current 

American College of Gastroenterology (ACG) guidelines.  

 

 

Initial approval will be for 6 months 

 

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

a continued benefit to therapy.  Extension requests where the Infliximab did 

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

clinical rationale for continuing. 

 

C. Plaque Psoriasis 

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

 

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

 

• A diagnosis of moderate to severe chronic plaque psoriasis and one of the 

following: 

• Crucial body areas (e.g. hands, feet, face, neck, scalp, genitals/groin, 

intertriginous areas) are affected OR 

• At least 10% of the body surface area (BSA) is affected OR 

• At least 3% of the body surface area (BSA) is affected AND the member 

meets any of the following criteria:    

▪ Member has had an inadequate response or intolerance to either 

phototherapy (e.g. UVB, PUVA) OR 

▪ Member has had an inadequate response or intolerance to 

pharmacologic treatment with methotrexate, cyclosporine, or 

acitretin 

 

Initial approval will be for 6 months 

 

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

has a continued benefit to therapy.  Extension requests where the 

Infliximab did not have the full desired effect or considered a clinical 

failure will require clinical rationale for continuing. 

 

D. Psoriatic Arthritis 
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For the treatment of moderate to severe psoriatic arthritis the following criteria 

must be met:  

 

• Member has a diagnosis of moderate to severe moderate to severe 

psoriatic arthritis as indicated by three or more tender joints AND three or 

more swollen joints on two separate occasions at least one month apart 

 

• Chart notes documenting a of at least one NSAID at maximum tolerated 

dose unless the member has contraindications to NSAID therapy such as 

cardiovascular disease, peptic ulcer disease or renal 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)If a trial of methotrexate is not appropriate due to 

alcohol use and both leflunomide and sulfasalazine are not 

clinically appropriate, chart notes must be provided indicating 

that the patient has been counseled on the need to abstain from 

alcohol use while taking methotrexate and is unwilling to 

abstain from alcohol use 

 

Initial approval will be for 6 months 

 

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

continued benefit to therapy.  Extension requests where the Infliximab did not 

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

rationale for continuing. 

 

E. Rheumatoid Arthritis  

 

• Member has a diagnosis of  moderate to severe active adult rheumatoid 

arthritis as defined by persistent or recurrent symptoms with documented 

synovitis and morning stiffness of significant duration to inhibit activities 

of daily living AND 
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Chart notes documenting a failure to respond to one or more nonbiologic 

disease modifying anti-rheumatic drugs (DMARDs), one of which includes a 

three-month trial of maximally tolerated dose of methotrexate.  

 

Failure is demonstrated by documentation of provider 

assessment without improvement in joint counts and/or physical 

symptoms and inflammatory markers while on therapy. 

▪ 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 ANDDocumentation confirming why 

methotrexate cannot be used is required. If a trial of 

methotrexate is not appropriate due to alcohol use, chart 

notes must be provided indicating that the patient has 

been counseled on the need to abstain from alcohol use 

while taking methotrexate and is unwilling to abstain 

from alcohol use. 

 

• Must be given in combination with methotrexate unless the member has an 

acute, aggressive, very rapidly progressive intense inflammatory 

symmetrical arthritis disease as defined by their rheumatologist. 

 

Initial approval will be for 6 months 

 

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

continued benefit to therapy.  Extension requests where the Infliximab did not 

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

rationale for continuing. 

 

F. Ulcerative Colitis 

 

For the treatment of moderate to severe Ulcerative Colitis ALL the following 

criteria must be met: 

• Chart notes are provided documenting an inadequate response to or an 

intolerance to conventional therapy (i.e.:, anti-inflammatory 

aminosalicylates [e.g. Mesalamine (5-ASA), sulfasalazine], 6-

mercaptopurine, and azathioprine).  
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o If conventional therapy is not considered medically appropriate, 

rationale for medical necessity of infliximab must be provided (i.e., 

contraindication, disease severity) and will be reviewed on a case-

by-case basis in accordance with current American College of 

Gastroenterology (ACG) guidelines.  

• Pediatric Ulcerative Colitis requests will be reviewed on a case-by-case 

basis in accordance with current American College of Gastroenterology 

(ACG) guidelines. 

 

Initial approval for all indications will be for six months 

Extension requests will be approved up to one year AND will require 

documentation of improved patient status and patient must continue to meet 

criteria identified above. 

 

G. Refractory granulomatosis with polyangiitis (Wegener’s granulomatosis) 

• Infliximab requests for refractory granulomatosis with polyangiitis (Wegener’s 

granulomatosis) in combination with corticosteroids will be reviewed on a 

case-by-case basis 

 

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

 

For the treatment of moderate to severe Immune Checkpoint Inhibitor-Related 

Diarrhea/Colitis ALL of the following criteria must be met: 

 

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

nivolumab, pembrolizumab, atezolizumab, avelumab, durvalumab, cemiplimab, 

etc.); AND  

 

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

to their immunotherapy  

 

• Continuation of therapy is not a covered 

 

 

Exclusions 

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

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

approved package labeling 
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• Members with a known hypersensitivity to murine proteins 

• Members with heart failure (NYHA III/IV) at doses greater than 5mg/kg 

• Infliximab in combination therapy with TNF blockers, other biologics, or 

interleukin-1 inhibitor. 
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Moderate to Severe Ulcerative Colitis - Gastroenterology (gastrojournal.org) 

Accessed September 27, 2021.  

6. Joseph D. Feuerstein, Edith Y. Ho et al. AGA Clinical Practice Guidelines on the 

Medical Management of Moderate to Severe Luminal and Perianal Fistulizing 

Crohn’s Disease.  June 2021. Volume 160; Issue 7: p2696-2508. AGA Clinical 

Practice Guidelines on the Medical Management of Moderate to Severe Luminal 

and Perianal Fistulizing Crohn’s Disease - Gastroenterology (gastrojournal.org). 

7. 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 

8. Singh JA, Guyatt G, Ogdie A, et al. 2018 American College of 

Rheumatology/National Psoriasis Foundation Guideline for the Treatment of 

https://journals.lww.com/ajg/toc/2019/03000
https://journals.lww.com/ajg/Fulltext/2019/03000/ACG_Clinical_Guideline__Ulcerative_Colitis_in.10.aspx
https://journals.lww.com/ajg/Fulltext/2019/03000/ACG_Clinical_Guideline__Ulcerative_Colitis_in.10.aspx
https://journals.lww.com/ajg/Fulltext/2019/03000/ACG_Clinical_Guideline__Ulcerative_Colitis_in.10.aspx
http://www.ngsmedicare.com/
https://www.gastrojournal.org/article/S0016-5085(20)30018-4/fulltext
https://www.gastrojournal.org/article/S0016-5085(20)30018-4/fulltext
https://www.gastrojournal.org/article/S0016-5085(21)00645-4/fulltext
https://www.gastrojournal.org/article/S0016-5085(21)00645-4/fulltext
https://www.gastrojournal.org/article/S0016-5085(21)00645-4/fulltext
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Psoriatic Arthritis. Journal of Psoriasis and Psoriatic Arthritis. 2019;4(1):31-58. 

doi:10.1177/2475530318812244 

 

 

 

 

Member Product Medical Management Requirements* 

New York Products  

HMO Prior Auth 

PPO in Plan Prior Auth  

PPO OOP Prior Auth  

POS in Plan Prior Auth  

POS OOP Prior Auth  

Essential Plan Prior Auth  

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

Authorization 

MVP Child Health Plus Prior Auth  

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

Authorization 

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

policies. 

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

policies. 

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

policies. 

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

policies. 

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

policies. 

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

policies. 

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

policies. 

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

policies. 

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

policies. 

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

policies. 

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

policies. 

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

policies. 

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

policies. 

Healthy NY  Prior Auth  

MVP Premier Prior Auth  

MVP Premier Plus Prior Auth  

MVP Premier Plus HDHP Prior Auth  

MVP Secure  Prior Auth  

MVP EPO  Prior Auth  

MVP EPO HDHP Prior Auth  

MVP PPO Prior Auth  

MVP PPO HDHP Prior Auth  

Student Health Plans Prior Auth  

ASO Prior Auth  

https://doi.org/10.1177/2475530318812244
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Vermont Products  

POS in Plan Prior Auth  

POS OOP Prior Auth  

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

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  Prior Auth  

♦ 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 

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 

 

References  

1. Yates J. Traveler’s diarrhea. Am Fam Physician. 2005 Jun 1;71(11):2095-2100. 
2. Centers for Disease Control and Prevention (CDC).  Travelers’ Diarrhea.  Accessed August 27, 

2019.  https://wwwnc.cdc.gov/travel/yellowbook/2020/preparing-international-travelers/travelers-
diarrhea 

3. Dupont H.  Bacterial Diarrhea.  N Engl J Med 2009; 361(16):1560-9 
4. Vilstrup, H., Amodio, P., Bajaj, J, et al.  Hepatic encephalopathy in chronic liver disease: 2014 

Practice Guidelines by the American Association for the Study of Liver Disease and the European 
Association for the Study of Liver.  Hepatology. 2014 Aug;60(2):715-35 

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

Member Product Medical Management Requirements* 

New York Products  

HMO Prior Auth 

PPO in Plan Prior Auth 

PPO OOP Prior Auth 

POS in Plan Prior Auth 

POS OOP Prior Auth 

Essential Plan Prior Auth 

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

benefit Prior Authorization  

MVP Child Health Plus Prior Auth 

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

benefit Prior Authorization 

MVP Medicare Preferred Gold HMO POS Refer to Part D coverage 

MVP Medicare Secure HMO POS Refer to Part D coverage 

MVP Medicare Secure Plus HMO POS Refer to Part D coverage 

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

MVP Medicare Patriot Plan PPO Refer to Part D coverage 

MVP DualAccess D-SNP HMO  Refer to Part D coverage 

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

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

UVM Health Advantage Select PPO Refer to Part D coverage 

UVM Health Advantage Secure PPO Refer to Part D coverage 

UVM Health Advantage Preferred PPO Refer to Part D coverage 

Healthy NY  Prior Auth 

MVP Premier Prior Auth 

MVP Premier Plus Prior Auth 

MVP Premier Plus HDHP Prior Auth 

MVP Secure  Refer to Part D coverage 

MVP EPO  Prior Auth 

MVP EPO HDHP Prior Auth 

MVP PPO Prior Auth 

MVP PPO HDHP Prior Auth 

Student Health Plans Prior Auth 

ASO See SPD 

Vermont Products  

POS in Plan Prior Auth 

POS OOP Prior Auth 

MVP Medicare Preferred Gold HMO POS Refer to Part D coverage 

MVP Medicare Secure Plus HMO POS Refer to Part D coverage 

UVM Health Advantage Select PPO Refer to Part D coverage 

UVM Health Advantage Secure PPO Refer to Part D coverage 

UVM Health Advantage Preferred PPO  Refer to Part D coverage 

MVP VT HMO  Prior Auth 

MVP VT Plus HMO Prior Auth 

MVP VT HDHP HMO Prior Auth 

MVP VT Plus HDHP HMO Prior Auth 

MVP Secure  Refer to Part D coverage 

ASO  See SPD 

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

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

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

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

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

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

*Medical Management Requirements 

Prior Auth     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 

 Lyme Disease/IV Antibiotic Treatment 

 

 

Type of Policy:  Medical Therapy 

Prior Approval Date:   12/01/2023 

Approval Date:      12/01/2024 

Effective Date:    02/01/2025 

Related Policies: N/A 

 

Codes Requiring Prior Authorization when used for the treatment of Lyme Disease 

(covered under the medical benefit) 

J0696 (ceftriaxone, per 250mg) 

J0698 (cefotaxime, per gram) 

J2540 (penicillin G potassium, up to 600,000 units)  

 

Refer to 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 

Lyme disease is a multisystem illness due to infection with the tick-borne spirochete, 

Borrelia burgdorferi. Lyme disease can occur in 3 stages: an early localized stage, a 

disseminated stage, and a late stage. The early localized stage is generally characterized 

by the bull’s eye rash, which forms at the site of the tick bite. The disseminated stage 

typically occurs in the first few weeks to 6 months after infection. Lyme disease that is 

untreated and progressed for more than 6 months is late-stage disease. Late-stage 

Lyme disease may manifest as encephalitis, encephalomyelitis, arthritis, neuropathies 

and cerebral arteritis.  Oral antibiotic therapy (ex. doxycycline, amoxicillin or cefuroxime 

axetil) is the standard of care for members in early localized and early disseminated 
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stages without neurologic or cardiac symptoms, and therapy is recommended for 14 to 

21 days. Intravenous antibiotics are indicated for treatment of late-stage disease or for 

disseminated disease with neurologic or cardiac involvement, and therapy is 

recommended for 14 to 28 days.  

Currently there is a two-step process for testing blood for Lyme disease bacteria.  The 

common first step is ELISA (enzyme-linked immunosorbent assay) which can detect IgM 

antibodies to Borrelia burgdorferi.  If the ELISA result is negative, an alternative 

diagnosis should be considered, or if the member has signs and symptoms consistent 

with Lyme disease for < 30 days, consider retesting after 4-6 weeks of initial symptoms. 

As of August 2019, the CDC has updated their guidelines for diagnosis. If the ELISA 

result is positive or indeterminate, perform the Western Blot or a second FDA cleared 

enzyme immunoassay.  Clearance by FDA indicates “that test performance has been 

evaluated and is substantially equivalent to or better than a legally marketed predicate 

test”. Results are considered positive only if both the ELISA and the Western Blot or 

second enzyme immunoassay are positive8,10. 

 

 

Indications/Criteria and Documentation Requirements 

MVP will provide coverage for the use of intravenous antibiotics for Lyme disease, when 

all the following criteria are met:  

A. Current lab results indicating a positive (or equivocal) enzyme immunoassay (e.g. 

ELISA)  

B. Current lab results indicating a positive w striped type western immune blot test OR 

a second positive enzyme immunoassay which includes: 

• For Western Immunoblot test:  

o For signs or symptoms >30 days an IgG immunoblot that includes:  

o IgG immunoblot must have at least five of the following 10 bands 

present: 

▪ 18 kDa 

▪ 21 kDa (OspC)* 

▪ 28 kDa 

▪ 30 kDa 

▪ 39 kDa (BmpA) 

▪ 41 kDa (Fla) 



 
MVP Health Care Medical Policy 

Lyme Disease/IV Antibiotic Treatment             Page 3 of 7 

▪ 45 kDa 

▪ 58 kDa (not GroEL) 

▪ 66 kDa 

▪ 93 kDa 

• For signs or symptoms ≤ 30 days, the above criteria for an IgG Western Blot 

must be met AND an IgM western immunoblot must have at least two of the 

following bands present:  

▪ 24 kDa (OspC)* 

▪ 39 kDa (BmpA) 

▪ 41 kDa (Fla) 

 

C.  Contraindication or intolerance to all appropriate first-line oral antibiotic therapy 

at recommended maximum dosages except for the following:  

o Neurologic early Lyme Disease 

o Lyme-Disease Related parenchymal involvement of the brain or spinal cord 

o Refer to the IDSA guidelines Clinical Practice Guidelines by the Infectious 

Diseases Society of America (IDSA), American Academy of Neurology (AAN), 

and American College of Rheumatology (ACR): 2020 Guidelines for the 

Prevention, Diagnosis and Treatment of Lyme Disease | Clinical Infectious 

Diseases | Oxford Academic 

D. Documentation includes signs or symptoms of early disseminated Lyme disease or 

late Lyme disease with one of the following: 

1. Neurologic early Lyme Disease: Neurologic disease manifested by meningitis, 

cranial neuropathy, radiculoneuropthy or with other peripheral nervous system 

manifestations with clinical and laboratory evidence (e.g. lymphocytic 

cerebrospinal fluid pleocytosis, CSF elevation) 

2. Lyme-Disease Related parenchymal involvement of the brain or spinal cord:  

evident by MRI imaging or focal findings on neurologic examination 

3. Carditis (early Lyme disease) 

o Examples: Atrioventricular (AV) heart block and/or myopericarditis 

associated with early Lyme disease.  

4. Lyme arthritis with persistent joint swelling with no or minimal response to an 

initial course of oral antibiotic treatment  

https://academic.oup.com/cid/article/72/1/e1/6010652?login=false
https://academic.oup.com/cid/article/72/1/e1/6010652?login=false
https://academic.oup.com/cid/article/72/1/e1/6010652?login=false
https://academic.oup.com/cid/article/72/1/e1/6010652?login=false
https://academic.oup.com/cid/article/72/1/e1/6010652?login=false


 
MVP Health Care Medical Policy 

Lyme Disease/IV Antibiotic Treatment             Page 4 of 7 

o Documentation of serum antibody testing OR 

o For seropositive members , PCR applied to synovial fluid or tissue  

5. Late neurologic disease affecting the central or peripheral nervous system.  

(Retreatment is not recommended unless relapse is shown by reliable objective 

measures.) Retreatment is not recommended and the prospective, controlled 

clinical trials have demonstrated little benefit from prolonged antibiotic therapy. 

Due to a lack of efficacy supported in peer reviewed literature, long term (>28 

days) antibiotic therapy is not considered medically necessary.  

E. Chart notes from appropriate specialists (e.g. rheumatologist, cardiologist, 

neurologist), in the absence of neurologic or cardiac manifestations, that have ruled 

out underlying conditions that may have the similar symptoms as Lyme disease. 

F. Treatment with IV antibiotics is supported by medical guidelines or peer reviewed 

literature and meets MVP Clinical Coverage Criteria for medical necessity. 

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 

 

Exclusions 

• Additional or prolonged courses of antibiotic therapy have not been demonstrated 

to benefit individuals and may expose them to significant risk from adverse effects of 

the medications. 

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

approved package labeling 

• Intravenous antibiotic therapy in excess of 28 days. 

• Members with a positive ELISA test but unconfirmed by striped type immunoblot 

tests approved by the FDA and currently recommended by CDC 

• Treatment of post-Lyme disease or post-Lyme disease syndrome (symptomatic 

therapy is recommended) 

• Additional therapy after recommended treatment for members with persistent or 

recurring nonspecific  symptoms (i.e. fatigue, pain or cognitive impairment) who lack 

objective evidence of reinfection or treatment failure  
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• Prophylaxis of Lyme disease in the absence of clinical symptoms. 

• Treatment with IV antibiotics for non-specific symptoms (fatigue, headache, etc.) 
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Member Product Medical Management Requirements* 

New York Products  

HMO Prior Auth 

PPO in Plan Prior Auth 

PPO OOP Prior Auth 

POS in Plan Prior Auth 

POS OOP Prior Auth 

Essential Plan Prior Auth 

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

Authorization 

MVP Child Health Plus Prior Auth 

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

Authorization 

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

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

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

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

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

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

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

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

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

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

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

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

Healthy NY  Prior Auth 

MVP Premier Prior Auth 

MVP Premier Plus Prior Auth 

MVP Premier Plus HDHP Prior Auth 

MVP Secure  Prior Auth 

MVP EPO  Prior Auth 

MVP EPO HDHP Prior Auth 

MVP PPO Prior Auth 

MVP PPO HDHP Prior Auth 

Student Health Plans Prior Auth 

ASO See SPD 

Vermont Products  

POS in Plan Prior Auth 

POS OOP Prior Auth 

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

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

MVP VT HMO  Prior Auth 

MVP VT Plus HMO Prior Auth 

MVP VT HDHP HMO Prior Auth 

MVP VT Plus HDHP HMO Prior Auth 

MVP Secure  Prior Auth 

ASO  See SPD 

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

requirements are the same as listed for HMO). 

© 2025 MVP Health Plan, Inc. All rights reserved. Descriptions contained within MVP's Medical Policies are not a guarantee of 

coverage. Each MVP Group or Subscriber Contract contains specific limitations, exclusions and requirements that may affect a 

Policy. If there is any discrepancy between your Group or Subscriber Contract and a Policy, your Group or Subscriber Contract shall 

in all cases govern. 

https://doi.org/10.1093/cid/ciaa1215
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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:  Lyme Disease/IV Antibiotic Treatment 

 

 

Type of Policy:  Medical Therapy 

Prior Approval Date:   NA 

Approval Date:      12/01/2024 

Effective Date:    02/01/2025 

Related Policies: N/A 

 

Codes Requiring Prior Authorization when used for the treatment of Lyme Disease 

(covered under the medical benefit) 

J0696 (ceftriaxone, per 250mg) 

J0698 (cefotaxime, per gram) 

J2540 (penicillin G potassium, up to 600,000 units)  

 

Refer to 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. 

 

Please refer to relevant CMS LCDs/NCDs/Policy Articles for most up to date Medicare 

Part B guidance if available. 

 

 

Overview 

Lyme disease is a multisystem illness due to infection with the tick-borne spirochete, 

Borrelia burgdorferi. Lyme disease can occur in 3 stages: an early localized stage, a 

disseminated stage, and a late stage. The early localized stage is generally characterized 

by the bull’s eye rash, which forms at the site of the tick bite. The disseminated stage 
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typically occurs in the first few weeks to 6 months after infection. Lyme disease that is 

untreated and progressed for more than 6 months is late-stage disease. Late-stage 

Lyme disease may manifest as encephalitis, encephalomyelitis, arthritis, neuropathies 

and cerebral arteritis.  Oral antibiotic therapy (ex. doxycycline, amoxicillin or cefuroxime 

axetil) is the standard of care for members in early localized and early disseminated 

stages without neurologic or cardiac symptoms, and therapy is recommended for 14 to 

21 days. Intravenous antibiotics are indicated for treatment of late-stage disease or for 

disseminated disease with neurologic or cardiac involvement, and therapy is 

recommended for 14 to 28 days.  

Currently there is a two-step process for testing blood for Lyme disease bacteria.  The 

common first step is ELISA (enzyme-linked immunosorbent assay) which can detect IgM 

antibodies to Borrelia burgdorferi.  If the ELISA result is negative, an alternative 

diagnosis should be considered, or if the member has signs and symptoms consistent 

with Lyme disease for < 30 days, consider retesting after 4-6 weeks of initial symptoms. 

As of August 2019, the CDC has updated their guidelines for diagnosis. If the ELISA 

result is positive or indeterminate, perform the Western Blot or a second FDA cleared 

enzyme immunoassay.  Clearance by FDA indicates “that test performance has been 

evaluated and is substantially equivalent to or better than a legally marketed predicate 

test”. Results are considered positive only if both the ELISA and the Western Blot or 

second enzyme immunoassay are positive8,10. 

 

 

Indications/Criteria and Documentation Requirements 

MVP will provide coverage for the use of intravenous antibiotics for Lyme disease, when 

all the following criteria are met:  

A. Current lab results indicating a positive (or equivocal) enzyme immunoassay (e.g. 

ELISA)  

B. Current lab results indicating a positive w striped type western immune blot test OR 

a second positive enzyme immunoassay which includes: 

• For Western Immunoblot test:  

o For signs or symptoms >30 days an IgG immunoblot that includes:  

o IgG immunoblot must have at least five of the following 10 bands 

present: 

▪ 18 kDa 

▪ 21 kDa (OspC)* 
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▪ 28 kDa 

▪ 30 kDa 

▪ 39 kDa (BmpA) 

▪ 41 kDa (Fla) 

▪ 45 kDa 

▪ 58 kDa (not GroEL) 

▪ 66 kDa 

▪ 93 kDa 

• For signs or symptoms ≤ 30 days, the above criteria for an IgG Western Blot 

must be met AND an IgM western immunoblot must have at least two of the 

following bands present:  

▪ 24 kDa (OspC)* 

▪ 39 kDa (BmpA) 

▪ 41 kDa (Fla) 

 

C.  Contraindication or intolerance to all appropriate first-line oral antibiotic therapy 

at recommended maximum dosages except for the following:  

o Neurologic early Lyme Disease 

o Lyme-Disease Related parenchymal involvement of the brain or spinal cord 

o Refer to the IDSA guidelines Clinical Practice Guidelines by the Infectious 

Diseases Society of America (IDSA), American Academy of Neurology (AAN), 

and American College of Rheumatology (ACR): 2020 Guidelines for the 

Prevention, Diagnosis and Treatment of Lyme Disease | Clinical Infectious 

Diseases | Oxford Academic 

D. Documentation includes signs or symptoms of early disseminated Lyme disease or 

late Lyme disease with one of the following: 

1. Neurologic early Lyme Disease: Neurologic disease manifested by meningitis, 

cranial neuropathy, radiculoneuropthy or with other peripheral nervous system 

manifestations with clinical and laboratory evidence (e.g. lymphocytic 

cerebrospinal fluid pleocytosis, CSF elevation) 

2. Lyme-Disease Related parenchymal involvement of the brain or spinal cord:  

evident by MRI imaging or focal findings on neurologic examination 

3. Carditis (early Lyme disease) 

https://academic.oup.com/cid/article/72/1/e1/6010652?login=false
https://academic.oup.com/cid/article/72/1/e1/6010652?login=false
https://academic.oup.com/cid/article/72/1/e1/6010652?login=false
https://academic.oup.com/cid/article/72/1/e1/6010652?login=false
https://academic.oup.com/cid/article/72/1/e1/6010652?login=false
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o Examples: Atrioventricular (AV) heart block and/or myopericarditis 

associated with early Lyme disease.  

4. Lyme arthritis with persistent joint swelling with no or minimal response to an 

initial course of oral antibiotic treatment  

o Documentation of serum antibody testing OR 

o For seropositive members , PCR applied to synovial fluid or tissue  

5. Late neurologic disease affecting the central or peripheral nervous system.  

(Retreatment is not recommended unless relapse is shown by reliable objective 

measures.) Retreatment is not recommended and the prospective, controlled 

clinical trials have demonstrated little benefit from prolonged antibiotic therapy. 

Due to a lack of efficacy supported in peer reviewed literature, long term (>28 

days) antibiotic therapy is not considered medically necessary.  

E. Chart notes from appropriate specialists (e.g. rheumatologist, cardiologist, 

neurologist), in the absence of neurologic or cardiac manifestations, that have ruled 

out underlying conditions that may have the similar symptoms as Lyme disease. 

F. Treatment with IV antibiotics is supported by medical guidelines or peer reviewed 

literature and meets MVP Clinical Coverage Criteria for medical necessity. 

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 

 

Exclusions 

• Additional or prolonged courses of antibiotic therapy have not been demonstrated 

to benefit individuals and may expose them to significant risk from adverse effects of 

the medications. 

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

approved package labeling 

• Intravenous antibiotic therapy in excess of 28 days. 

• Members with a positive ELISA test but unconfirmed by striped type immunoblot 

tests approved by the FDA and currently recommended by CDC 
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• Treatment of post-Lyme disease or post-Lyme disease syndrome (symptomatic 

therapy is recommended) 

• Additional therapy after recommended treatment for members with persistent or 

recurring nonspecific  symptoms (i.e. fatigue, pain or cognitive impairment) who lack 

objective evidence of reinfection or treatment failure  

• Prophylaxis of Lyme disease in the absence of clinical symptoms. 

• Treatment with IV antibiotics for non-specific symptoms (fatigue, headache, etc.) 
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Approval Date:   12/01/2024 

Effective Date:   02/01/2025 
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Codes Requiring Prior Authorization 
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Overview 

Drugs are effective for their approved indications but carry side effects and adverse 

reactions and, when used inappropriately, can be detrimental to the member's overall 

health. Prescriptions written by multiple providers and filled at multiple pharmacies can 

cause drug-to-drug interactions.  

To ensure pharmaceutical care, this policy details actions that will: 

1. Detail a system for point of dispensing communications to identify and classify 

drug-to-drug interactions by severity 

2. Notify dispensing providers at the point of dispensing of specific interactions when 

they meet pre-determined severity thresholds 

3. Identify and notify members affected by Food and drug administration (FDA)-

required or voluntary drug withdrawals from the market 

4. Monitor and analyze relevant utilization data and take action to correct potential 

under-and over utilization 

 

Indications/Criteria 

I.  Drug-to-Drug Interactions 

The CVS/Caremark Concurrent Drug Utilization Review (DUR) is a systems-based, rule-

driven review process that occurs at the point-of-sale and screens incoming prescriptions 
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for a broad range of safety edits prior to dispensing. The incoming prescription is 

compared to the member's drug history and medical profile.  The system identifies all 

potential drug utilization issues and sends messages to the dispensing pharmacist.  

When a prescription violates one or more rules, pharmacists may receive either a warning 

message (soft alert) or a rejected claim (hard alert). "Warnings" defer documentation of 

alert resolution to the professional judgment of the pharmacist. "Rejects" alerts the 

dispensing pharmacist to the potential problems and rejects the claim for adjudication. 

 

CVS/Caremark drug utilization review programs address the following three broad issues: 

Issues Examples of Rules That Address These Issues 

Overuse • Maximum Daily Dose  

• Excessive Duration  

• Refill Too Soon 

Misuse 

 

• Drug-Drug Interactions  

• Drug-Disease Interactions  

• Drug-Age Interactions 

• Drug-Gender Interaction 

Under Use • Under Minimum Daily Dose  

• Under Utilization 

Because CVS/Caremark concurrent DUR prescription data is derived from paid pharmacy 

claims, interactions can be identified even if the medications were filled at different 

pharmacies.  In addition, most pharmacy computers contain drug interaction software 

programs that provide additional drug utilization review screening for prescriptions filled 

on that computer system.  

CVS/Caremark uses the following Medispan data for adjudication to classify interaction 

severity: 

Level 1:  Major 

Level 2:  Moderate 

Level 3:  Minor 

For concurrent interventions that include both "rejects" and "warnings," CVS/Caremark 

relies on the professional judgment of pharmacists to determine the appropriate 

intervention with the member and/or prescriber for resolution of any clinical issues. 

CVS/Caremark has contractual commitments with most participating retail network 

pharmacies to use Concurrent DUR messages. However, in some instances, the retail 

pharmacy may block CVS/Caremark alerts while providing their own. CVS/Caremark 

measures and audits network pharmacy compliance and performance on a regular basis. 

 

II. Drugs Withdrawn from the Market or Drug Recalls 
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Communications are sent to members and providers for significant drug recalls and 

product withdrawals which are published from the FDA, manufacturers, or press 

releases.  Communication options include notifications to providers and/or members by 

the Plan, the Pharmacy Benefit Manager (PBM), Specialty Pharmacy, or other health 

partner (network pharmacy).  Communications may be sent via mail and/or fax or 

posted on the Plan website depending on the severity and/or extent of the recall. 

a. When a drug is withdrawn from the market, pharmacy paid claims data are 

used to identify members who filled a prescription for the medication and 

the prescriber who wrote the prescription.  Letters are sent directly to each 

member and prescriber explaining the drug withdrawal.  Pertinent 

information necessary to ensure a smooth transition to an alternate therapy 

if indicated is also included. Physician and member newsletters may also be 

used to communicate the information to providers and members for 

informational purposes.   
 

b. Drug Recalls: 
 

1. An expedited process is in place whereby the Plan and/or the PBM 

will send notification to affected members and providers of Class 1 

recalls. In expedited situations, impacted member and provider 

claims data is aggregated immediately upon the notification of the 

Class 1 recall and written communications are sent within 10 

business days. In addition, the PBM may post point of sale 

messaging to pharmacists advising them of the recall. They may also 

reach out to members via telephone calls or mailgrams as 

appropriate. 

2. Members and providers will be notified within 30 days for Class II 

recalls.  Members who are identified as having a claim for the 

targeted or suspected targeted drug as identified in the recall notice 

will receive written communication within 30 days. Providers may 

receive notification of the recall via written communication, fax, or 

posting of the notice on the Plan website depending on the severity 

and/or extent of the recall. 

3. Recalls at the wholesale level only are exempt from this procedure. 

 

 

III. Medication Utilization Monitoring 

Medication over-utilization or under-utilization, for purposes of this policy, shall be 

defined as a pattern of medication use that is greater or lesser than, and/or 

contraindicated based on generally accepted therapeutic regimens and/or FDA approved 
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dosing.  Over and underutilization can identify patterns of abuse.  Pharmacy paid claims 

data can be used to identify patterns of abuse or overutilization. 

A.  Identification of a Problem 

1. Member specific reports will be reviewed at designated intervals detailing 

drug claim and prescriber frequency.   

2. Prescriber reports will be reviewed at designated intervals detailing 

prescribing patterns of drugs known to have a high incidence of abuse. 

3.  Departmental referrals will be made based on utilization patterns.  

 

B.  Problem Resolution - Member 

If a potential pattern of abuse is identified, the following process will be followed: 

1. A medical director or their designee will contact the member's 

provider(s) to discuss their drug profile OR written notification and a 

copy of the member's medication list will be sent to the prescribing 

provider(s).  After this initial consultation/notification, if a problem is still 

deemed to exist, the following actions will be taken:    

i. The member will be referred to a case management program; 

AND/OR 

ii.   The member’s drug usage will be monitored for three (3) months, 

unless in MVP’s discretion more immediate action is required. 

2.  At the conclusion of this three (3) month period, or sooner, when more 

immediate action was required under 1ii above, a second consult with 

the member's provider(s) will take place.  After this consultation, if a 

problem still appears to exist, one or more of the following actions may 

be taken: 

(i) restrict the member's benefits to covered drugs obtained from one 

or more designated participating pharmacies. 

(ii) restrict the member's benefits to covered drugs prescribed by one 

or more designated participating prescribers. 

(iii) require that the member obtain prior approval before making any 

additional changes to his or her prescriber(s).     

Before administering any of the restrictions set forth in 2(i)-(iii) above, the 

member will be given at least thirty (30) days prior written notice and the 

opportunity to file a complaint and/or appeal the implementation of these 

restrictions.   

3.  If it is believed at any point that the member has made an intentional 

misrepresentation of material fact and/or has engaged in fraudulent 
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conduct in order to obtain benefits for covered drugs, then this matter 

will be turned over to the Special Investigation Unit (SIU) for further 

investigation. The findings of the SIU shall also be disclosed to the 

appropriate state and federal regulators.    

Medicare Variation 

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

benefit. 

Refer to the Medicare Part D Overutilization Program Policy for Medicare Part D 

Medication Utilization Monitoring. 

 

Medicaid Variation 

Refer to MVP HEALTH CARE - Medicaid and Safety Net Programs Policies and 

Procedures: Recipient Restriction Program MVP Option, MVP Option SSI, MVP Option 

Family 

Exclusions 

• Members that do not have a prescription drug rider. 

 

References N/A 
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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.



Preventive Care Drug List� Page 3

 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

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

benefit. 

 

Medicaid Variation 

Medications that are a pharmacy benefit are covered and billed to New York State Fee-

For-Service (FFS) program. They are defined as medications that go through a retail or 

specialty pharmacy, including self-administered injectable products. Pharmacy 

medications are subject to FFS’s clinical criteria including (but not limited to) coverage, 

quantity limit, step therapy, and prior authorization. Pharmacy benefit information can 

be found here: https://www.emedny.org/info/fullform.pdf 

Indications/Criteria 

A. For all requests, the following criteria must be met in addition to the criteria 

in section B.  

• Palivizumab must be obtained from CVS Specialty Pharmacy Services or a 

participating network pharmacy able to dispense specialty medication. Requests 

for nursing services, if required, will be coordinated by case management or CVS 

Specialty. Documentation of medical necessity will be required for approval of 

the administration of palivizumab in settings other than the home.  

• Approval will authorize one (1) dose every 28 days for up to the maximum of five 

(5) doses or through March 31. (Refer to Tables 1 and 2). Each monthly dose must 

be calculated based upon a recent weight and the appropriate combination of 

vials must be used to obtain the correct dose with the minimum of wastage. 

• Infants living in a geographic region (e.g. southwest Florida) in which the RSV 

season has an earlier onset will be eligible to receive their doses at the start of 

the RSV season for that region.  

• For all requests outside the typical RSV season or requests for more than 5 doses 

due to an atypical season will be reviewed on a case-by case basis in accordance 

with the current American Academy of Pediatrics and Centers of Disease Control 

(CDC) guidance 

• Beyfortus (nirsevimab) 

o Documentation confirming Synagis is not administered with Beyfortus 

(nirsevimab) 

o Members who receive fewer than five doses of palivizumab in the 2023-’24 

season can receive one dose of nirsevimab, but then should not receive 

any additional doses of palivizumab. Any children who receive nirsevimab 

should not receive palivizumab later that season.  
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o High-risk children who received palivizumab in their first RSV season 

should receive nirsevimab in their second season, if it is available and they 

remain eligible. If it is unavailable, they should receive palivizumab. 

 

 

 

B. Palivizumab will be considered for prophylactic treatment (full prophylactic 

course - up to 5 doses. Refer to Tables 1 and 2) for the prevention of RSV 

when the following specific criteria: below are met.  

a. During the first RSV season, infants born before 29 weeks, 0 days 

gestation, AND who are less than or equal to 12 months postnatal age. 

b. Infants and children younger than two (2) years of age who meet the 

criteria below for Chronic Lung Disease (CLD) of prematurity, or CLD in the 

second year of life.1  

i. CLD of prematurity (first year of life) is defined by the following 

criteria: 

1. Gestational age <32 weeks, 0 days AND 

2. A requirement of >21% oxygen for at least the first 28 days 

after birth.1 

ii. CLD in the second year of life is defined by the following criteria: 

1. Met the criteria for CLD of prematurity AND 

2. Have continued to require medical support during the 6-

month period before the start of their second RSV season, 

including chronic corticosteroid therapy, diuretic therapy, or 

supplemental oxygen. 

c. Infants with hemodynamically significant congenital heart disease (CHD) 

who are less than or equal to 12 months of age at the onset of the first 

RSV season and who have not had surgical correction, including the 

following:  

i. infants receiving medication to control congestive heart failure; or  

ii. infants with moderate to severe pulmonary artery hypertension; or  

iii. infants with cyanotic congenital heart disease.  

d. Infants born before 35 weeks of gestation who are less than 12 months old 

who have anatomic pulmonary abnormalities or severe neuromuscular 

disease, who are in their first RSV season  

e. Infants younger than 24 months who will be profoundly 

immunocompromised during the RSV season, including solid organ 

transplant and hematopoietic stem cell transplant recipients  

i. Efficacy in this cohort is not known and will be considered on a 

case-by-case basis. 

f. Infants younger than 12 months of age with pulmonary or neurological 

abnormality that impairs the ability to clear the upper airway.  
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g. Infants in their first year of life with cystic fibrosis AND nutritional 

compromise will be considered on a case-by-case basis. 

h. Infants in their second year of life with cystic fibrosis who have 

abnormalities on chest radiography/computed tomography OR have 

weight less than the 10th percentile will be considered on a case-by-case 

basis. 

i. Children under 2 years of age who have undergone cardiac transplantation 

during the RSV season. 

 

Approvals for eligible infants will be for a maximum of 5 doses per season using Table 1 

and Table 2 below 

• Hospitalized infants who qualify for prophylaxis during the RSV season should 

receive the first dose of palivizumab 48 to 72 hours prior to discharge from the 

hospital (or promptly after discharge).  

 

• Children less than 2 years who are receiving RSV prophylaxis with palivizumab 

should receive a post-operative dose after any cardiac bypass or extracorporeal 

membrane oxygenation. 

 

• For all requests outside the typical RSV season or requests for more than 5 doses 

due to an atypical season will be reviewed on a case-by case basis in accordance 

with the current American Academy of Pediatrics and Centers of Disease Control 

(CDC) guidance 

 

 

Table 1: Maximum Number of Monthly Doses of Palivizumab for Respiratory Syncytial 

Virus Prophylaxis1 

 

Infants Eligible for a Maximum of 5 Doses 

Preterm infants born at 28 weeks, 6 days of gestation or less who are  

less than 12 months old at the start of the RSV season. 

Preterm infants born at 31 weeks, 6 days of gestation or less with Chronic Lung Disease (CLD)  

(see section 1 above) 

Preterm infants now between age 1 and 2 who required medical support for CLD in the 6 months before 

the start of the RSV season (see section 1). 

Infants younger than 12 months of age who require medical therapy for Congenital Heart Disease  

(see section 2). 

Certain infants with Neuromuscular Disease or Anatomic Pulmonary Abnormalities. 

Children younger than 24 months who will be profoundly immunocompromised during the RSV season. 

Children younger than 24 months who undergo cardiac transplantation during the RSV season. 
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Table 2: Maximum Number of Palivizumab Doses for RSV Prophylaxis of Preterm Infants 

Without Chronic Lung Disease, on the Basis of Birth Date, and Gestational Age (Shown for 

Geographic Areas Beginning Prophylaxis on November 1st)a, 2 

 

Maximum No. of Doses for Season Beginning November 1 

Month of Birth 
Born 28 Weeks, 6 Days of Gestation AND  

<12 Months of Age at Start of Season 

November 1–March 31 of previous RSV season 5b 

April 5 

May 5 

June 5 

July 5 

August 5 

September 5 

October 5 

November 5 

December 4 

January 3 

February 2 

March 1 

aIf infant is discharged from the hospital during RSV season, fewer doses may be required. 
bSome of these infants may have received 1 or more doses of palivuzimab in the previous RSV season if 

discharged from the hospital during that season; if so, they still qualify for up to 5 doses during their 

second RSV season. 

 

Exclusions 

Palivizumab is NOT covered for infants with the following conditions:  

• Infants and children with hemodynamically insignificant heart disease (e.g. 

secundum atrial septal defect, small ventricular septal defect, pulmonic stenosis, 

uncomplicated aortic stenosis, mild coarctation of the aorta or patent ductus 

ateriosus),  

• Infants with lesions adequately corrected by surgery unless they continue to 

require medication for congestive heart failure; or  

• Infants with mild cardiomyopathy who are not receiving medical therapy. 

• Children with Down syndrome with no other risk factors 

 

• Palivizumab is NOT covered for infants in the following situations: Coverage for 

more than 5 doses during the RSV season. Trough serum concentrations of 

palivizumab 30 days after the 5th dose are well above the protective 

concentration for most infants, providing more than 20 weeks of protective 

serum antibody concentration.2  
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• Coverage of more than 4 doses if the initial dose is administered in an inpatient 

setting.  

• Coverage for a second season for conditions other than those listed above.  

• Doses given more frequently than every 28 days.  

• Doses exceeding 15 mg/kg. 

• Use to prevent primary asthma exacerbation or wheezing. 

• Use to prevent healthcare-associated RSV disease,1 when not otherwise indicated. 

• If an infant who is receiving palivizumab prophylaxis experiences a breakthrough 

RSV infection, monthly prophylaxis should be discontinued. 
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New York Products  

HMO Prior Auth 

PPO in Plan Prior Auth 

PPO OOP Prior Auth 

POS in Plan Prior Auth 

POS OOP Prior Auth 

Essential Plan Prior Auth 

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

Prior Authorization 

MVP Child Health Plus Prior Auth 

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

Prior Authorization 

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

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

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

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

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

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

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

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

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

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

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

policies. USA Care PPO Prior Auth 

Healthy NY  Prior Auth 

MVP Premier Prior Auth 

MVP Premier Plus Prior Auth 

MVP Premier Plus HDHP Prior Auth 

MVP Secure  Prior Auth 

MVP EPO  Prior Auth 

MVP EPO HDHP Prior Auth 

MVP PPO Prior Auth 

MVP PPO HDHP Prior Auth 

Student Health Plans Prior Auth 

ASO See SPD 

Vermont Products  

POS in Plan Prior Auth 

POS OOP Prior Auth 

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

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

policies. MVP VT HMO  Prior Auth 

MVP VT Plus HMO Prior Auth 

MVP VT HDHP HMO Prior Auth 

MVP VT Plus HDHP HMO Prior Auth 

MVP Secure  Prior Auth 

ASO  See SPD 

https://www.aap.org/en/pages/2019-novel-coronavirus-covid-19-infections/clinical-guidance/interim-guidance-for-use-of-palivizumab-prophylaxis-to-prevent-hospitalization/
https://www.aap.org/en/pages/2019-novel-coronavirus-covid-19-infections/clinical-guidance/interim-guidance-for-use-of-palivizumab-prophylaxis-to-prevent-hospitalization/
https://www.aap.org/en/pages/2019-novel-coronavirus-covid-19-infections/clinical-guidance/interim-guidance-for-use-of-palivizumab-prophylaxis-to-prevent-hospitalization/
https://aap2.silverchair-cdn.com/aap2/content_public/autogen-pdf/cms/25400/25400.pdf?Expires=2147483647&Signature=Ef~3sVeLgzQDGLXkQdPlx~7Y2hUbsKqf~0WfTT9nU26sliUGkmSRveaAm8OzQRCvlL1pEu1pI01ZIv~ZyiW2JirX9ANHqPtzcfDCN1bN5kkSaxsR0STfgrvKB8dqdGqpUJMnSVHyWgLsh5kSp5XQsAU5uwQv-3-btBQ2lNWfbPbdQSrHWobXB0Ei3CGKbvz3FZWdYHGk7rFefIxLQMimLOyNq9ecaRSYEwSwfcFj3NiBIVkulKpq84GS7omsWd2UiI8J8gYX~Sgnj2yCHifa0kIr9MvCRKtqfjEWu8TFafzD4EMH27LiQ7RIxYizACksCd7tVvH1IsovlFIhRcCFkQ__&Key-Pair-Id=APKAIE5G5CRDK6RD3PGA
Palivizumab%20Prophylaxis%20in%20Infants%20and%20Young%20Children%20at%20Increased%20Risk%20of%20Hospitalization%20for%20Respiratory%20Syncytial%20Virus%20Infection%20|%20Pediatrics%20|%20American%20Academy%20of%20Pediatrics%20(aap.org)
Palivizumab%20Prophylaxis%20in%20Infants%20and%20Young%20Children%20at%20Increased%20Risk%20of%20Hospitalization%20for%20Respiratory%20Syncytial%20Virus%20Infection%20|%20Pediatrics%20|%20American%20Academy%20of%20Pediatrics%20(aap.org)
Palivizumab%20Prophylaxis%20in%20Infants%20and%20Young%20Children%20at%20Increased%20Risk%20of%20Hospitalization%20for%20Respiratory%20Syncytial%20Virus%20Infection%20|%20Pediatrics%20|%20American%20Academy%20of%20Pediatrics%20(aap.org)
https://doi.org/10.1542/peds.2023-061803
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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). 

© 2025 MVP Health Plan, Inc. All rights reserved. Descriptions contained within MVP's Medical Policies are not a guarantee 

of coverage. Each MVP Group or Subscriber Contract contains specific limitations, exclusions and requirements that may 

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

Subscriber Contract shall in all cases govern. 

*Medical Management Requirements 

Prior Auth     Prior Authorization Required 

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

Retro Review    Retrospective Review Required 

Not Covered    Service is not a covered benefit. 

See SPD     See Specific Plan Design 
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Skysona 

 

Type of Policy:  Drug/Medical Therapy 

Prior Approval Date:   

Approval Date:  12/01/2024 

Effective Date:  02/01/2025 

Related Policies: CAR-T Therapy  

 

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

under the Part D benefit. 

 

Refer to the MVP website for the Medicare Part B policies for coverage criteria of drugs 

covered under the medical benefit. 

 

Drugs Requiring Prior Authorization under the medical benefit 

J3590 Skysona (elivaldogene autotemcel) 

 

Overview 

Skysona is one time an autologous hematopoietic stem cell (HSC)-based gene therapy 

that is prepared from the members HSCs through apheresis procedure. Skysona is 

indicated to slow the progression of neurologic dysfunction in boys 4-17 years of age 

with early, active cerebral adrenoleukodystrophy (CALD). Early, active CALD refers to 

asymptomatic or mildly symptomatic (neurologic function score, NFS ≤ 1) boys who 

have gadolinium enhancement on brain magnetic resonance imaging (MRI) and Loes 

scores of 0.5-9. 

 

CALD is a rare, progressive, neurodegenerative disease that primarily affects young boys 

and causes irreversible, devastating neurologic decline, including major functional 

disabilities such as loss of communication, cortical blindness, requirement for tube 

feeding, total incontinence, wheelchair dependence, or complete loss of voluntary 
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movement. Nearly half of members who do not receive treatment die within five years 

of symptom onset. Prior to the approval of Skysona treatment, effective options were 

limited to allogeneic hematopoietic stem cell transplant (allo-HSCT), which is associated 

with the risk of serious potential complications including death, that can increase 

dramatically in members without a human leukocyte antigen (HLA) matched donor.  

 

Skysona has been approved under accelerated approval based on a 24-month Major 

Functional Disability (MFD)-free survival. Continued approval for this indication may be 

contingent upon verification and description of clinical benefit in confirmatory trials.  

 

Indications/Criteria 

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

• Documented diagnosis of early active cerebral adrenoleukodystrophy (CALD) and 

documentation of the following: 

o Neurologic function score (NFS)≤ 1 

o Current brain magnetic resonance imaging (MRI) with use of Gadolinium 

Enhancement (GdE +) demonstrating demyelinating lesions 

o Loes scores of 0.5-9 based on assessment of brain MRI 

o Elevated very long chain fatty acid (VLCFA) confirmed by laboratory 

documentation 

• Confirmed mutations on the ABCD1 gene (not full deletion of the gene).  

o  If applicable, provider attestation confirming that anti-retroviral therapy 

will stop at least one month prior to initiating medications for stem cell 

mobilization and for the expected duration for elimination of the 

medications and until all cycles of apheresis are complete. Anti-retroviral 

medications may interfere with manufacturing of the apheresed cells.  

• Member’s sex is male 

• Member is 4 years to 17 years of age 

• Documentation that the member has been screened for the following: hepatitis B 

virus (HBV), hepatitis C virus (HCV), human immunodeficiency virus 1 and 2 (HIV-

1, HIV-2), human T-lymphotropic virus 1 and 2 (HTLV-1, HTLV-2).  
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o Laboratory documentation indicates that the member is negative for HIV-

1, HIV-2, HTLV-1, and HTLV-2 

• Confirm that member has not received any vaccinations at least 6 weeks prior to 

the start of myeloablative conditioning 

• Provider attestation that full myeloablative and lymphodepleting conditioning 

would be administered prior to infusion of Skysona 

• Skysona must be administered at a qualified treatment center. Please see link for 

treatment centers below: SKYSONA™ (elivaldogene autotemcel) Qualified 

Treatment Center Locator 

 

Skysona will be approved as a one-time dose and will not need to be continued for 

maintenance. Coverage is contingent on eligibility at the time of infusion. 

 

 

Exclusions 

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

• More than one treatment per lifetime 

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

approved package labeling CALD secondary to head trauma 

• Requests for replacement due to lost or damaged product will not be covered 

• Active infection 

• Member is positive for HIV-1, HIV-2, HTLV-1, and /or HTLV-2 

• Full deletion of the ABCD1 gene (may result in rapid loss of efficacy due to 

immune response) 
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5. Micromedex Healthcare Series. Skysona. Accessed November 1, 2023. 

6. Eichler F, Duncan C, Musolino PL, et al. Hematopoietic Stem-Cell Gene Therapy 

for Cerebral Adrenoleukodystrophy. The New England journal of medicine. 

2017;377(17):1630-1638. doi:https://doi.org/10.1056/NEJMoa1700554 Accessed 

November 1, 2023. 

 

 

Member Product Medical Management Requirements* 

New York Products  

HMO Prior Auth 

PPO in Plan Prior Auth 

PPO OOP Prior Auth 

POS in Plan Prior Auth 

POS OOP Prior Auth 

Essential Plan Prior Auth 

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

Authorization 

MVP Child Health Plus Prior Auth 

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

Authorization 

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

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

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

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

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

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

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

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

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

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

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

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

Healthy NY  Prior Auth 

MVP Premier Prior Auth 

MVP Premier Plus Prior Auth 

MVP Premier Plus HDHP Prior Auth 

MVP Secure  Prior Auth 

MVP EPO  Prior Auth 

MVP EPO HDHP Prior Auth 

MVP PPO Prior Auth 

MVP PPO HDHP Prior Auth 

Student Health Plans Prior Auth 

ASO See SPD 

Vermont Products  

POS in Plan Prior Auth 

POS OOP Prior Auth 

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

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

MVP VT HMO  Prior Auth 

MVP VT Plus HMO Prior Auth 

MVP VT HDHP HMO Prior Auth 

MVP VT Plus HDHP HMO Prior Auth 

MVP Secure  Prior Auth 

ASO  See SPD 
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♦ Note: Prior authorization requirements for HDHP products are the same as the base product (e.g. HDHP HMO auth 

requirements are the same as listed for HMO). 

© 2025 MVP Health Plan, Inc. All rights reserved. Descriptions contained within MVP's Medical Policies are not a guarantee of 

coverage. Each MVP Group or Subscriber Contract contains specific limitations, exclusions and requirements that may affect a 

Policy. If there is any discrepancy between your Group or Subscriber Contract and a Policy, your Group or Subscriber Contract shall 

in all cases govern. 

*Medical Management Requirements 

Prior Auth     Prior Authorization Required 

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

Retro Review    Retrospective Review Required 

Not Covered    Service is not a covered benefit. 

See SPD     See Specific Plan Design 
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MVP Health Care Medical Policy 

Medicare Part B: Skysona 

 

Type of Policy:  Drug/Medical Therapy 

Prior Approval Date:  1/01/2024 

Approval Date:   12/01/2024 

Effective Date:   02/01/2025 

Related Policies: N/A   

 

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

policies. 

 

Drugs Requiring Prior Authorization under the medical benefit 

J3590 Skysona (elivaldogene autotemcel) 

 

Overview/Summary of Evidence 

Please refer to relevant CMS LCDs/NCDs/Policy Articles for most up to date 

Medicare Part B guidance if available. 

 

Skysona is one time an autologous hematopoietic stem cell (HSC)-based gene therapy 

that is prepared from the members HSCs through apheresis procedure. Skysona is 

indicated to slow the progression of neurologic dysfunction in boys 4-17 years of age 

with early, active cerebral adrenoleukodystrophy (CALD). Early, active CALD refers to 

asymptomatic or mildly symptomatic (neurologic function score, NFS ≤ 1) boys who 

have gadolinium enhancement on brain magnetic resonance imaging (MRI) and Loes 

scores of 0.5-9. 

 

CALD is a rare, progressive, neurodegenerative disease that primarily affects young boys 

and causes irreversible, devastating neurologic decline, including major functional 

disabilities such as loss of communication, cortical blindness, requirement for tube 

feeding, total incontinence, wheelchair dependence, or complete loss of voluntary 

movement. Nearly half of members who do not receive treatment die within five years 
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of symptom onset. Prior to the approval of Skysona treatment, effective options were 

limited to allogeneic hematopoietic stem cell transplant (allo-HSCT), which is associated 

with the risk of serious potential complications including death, that can increase 

dramatically in members without a human leukocyte antigen (HLA) matched donor.  

 

Skysona has been approved under accelerated approval based on a 24-month Major 

Functional Disability (MFD)-free survival. Continued approval for this indication may be 

contingent upon verification and description of clinical benefit in confirmatory trials.  

 

 

Indications/Criteria 

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

• Documented diagnosis of early active cerebral adrenoleukodystrophy (CALD) and 

documentation of the following: 

o Neurologic function score (NFS)≤ 1 

o Current magnetic brain resonance imaging (MRI) with use of Gadolinium 

Enhancement (GdE +) demonstrating demyelinating lesions 

o Loes scores of 0.5-9 based on assessment of brain MRI 

o Elevated very long chain fatty acid (VLCFA) confirmed by laboratory 

documentation 

o Confirmed mutations on the ABCD1 gene (not full deletion of the gene) 

• If applicable, provider attestation confirming that anti-retroviral therapy will stop 

at least one month prior to initiating medications for stem cell mobilization and 

for the expected duration for elimination of the medications and until all cycles of 

apheresis are complete. Anti-retroviral medications may interfere with 

manufacturing of the apheresed cells.  

• Member’s sex is male 

• Member is 4 years to 17 years of age 

• Documentation that the member has been screened for the following: hepatitis B 

virus (HBV), hepatitis C virus (HCV), human immunodeficiency virus 1 and 2 (HIV-

1, HIV-2), human T-lymphotropic virus 1 and 2 (HTLV-1, HTLV-2).  
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o Laboratory documentation indicates that the member is negative for HIV-

1, HIV-2, HTLV-1, and HTLV-2 

• Confirm that member has not received any vaccinations at least 6 weeks prior to 

the start of myeloablative conditioning 

• Provider attestation that full myeloablative and lymphodepleting conditioning 

would be administered prior to infusion of Skysona.  

• Skysona must be administered at a qualified treatment center. Please see link for 

treatment centers below: SKYSONA™ (elivaldogene autotemcel) Qualified 

Treatment Center Locator 

 

Skysona will be approved as a one-time dose and will not need to be continued for 

maintenance. Coverage is contingent on eligibility at the time of infusion. 

 

 

Exclusions 

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

• More than one treatment per lifetime 

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

approved package labeling CALD secondary to head trauma 

• Requests for replacement due to lost or damaged product will not be covered 

• Active infection 

• Member is positive for HIV-1, HIV-2, HTLV-1, and /or HTLV-2 
• Full deletion of the ABCD1 gene (may result in rapid loss of efficacy due to 

immune response) 

 

 

References  

1. Skysona (elivaldogene autotemcel). Prescribing Information. Somerville, MA. 
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2. Clinical Pharmacology. Skysona. Accessed October 3, 2022. 

3. X-linked adrenoleukodystrophy - About the Disease - Genetic and Rare Diseases 

Information Center (nih.gov) 

https://www.skysona.com/find-a-qualified-treatment-center
https://www.skysona.com/find-a-qualified-treatment-center
https://rarediseases.info.nih.gov/diseases/5758/x-linked-adrenoleukodystrophy
https://rarediseases.info.nih.gov/diseases/5758/x-linked-adrenoleukodystrophy
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for Cerebral Adrenoleukodystrophy. The New England journal of medicine. 

2017;377(17):1630-1638. doi:https://doi.org/10.1056/NEJMoa1700554 Accessed 

November 1, 2023. 

 

 
 



 

 

 

                         Page 1 of 4 

 
 

MVP Health Care Medical Policy 

Medicare Part B: Tepezza (teprotumumab-trbw) 
 

Type of Policy:  Drug Therapy 

Prior Approval Date:   NA 

Approval Date:  02/01/2025 

Effective Date:  02/01/2025 

Related Policies: N/A 

Drugs Requiring Prior Authorization under the medical benefit 

 

J3241 TEPEZZA (teprotumumab-trbw) injection, 500 mg powder vials for solution. 

 

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

under Part D benefit. 

 

 Overview 

TEPEZZA (teprotumumab-trbw) is a fully human monoclonal antibody IV infusion 

indicated for the treatment of thyroid eye disease (TED). Thyroid eye disease, also 

known as Grave’s ophthalmopathy, is an inflammatory condition primarily impacting the 

extraocular muscles (the muscles that move the eye) and the orbit (bone cavity in the 

skull that holds the eyeball). The disease course transitions from an active progressive 

period characterized by inflammation to a stable and fibrotic (inactive) period. Diagnosis 

is made based on clinical signs and symptoms including feeling irritation/grittiness in 

the eyes, red or inflamed conjunctiva, excessive tearing or dry eyes, eyelid swelling, light 

sensitivity, diplopia (double vision), and proptosis (bulging or displacement of the eyes). 

The pathogenesis of thyroid eye disease is incompletely understood at this time which 

has resulted in inconsistently effective treatment of the disease and uncertain 

modification of the disease outcome itself. Such treatments have included high-dose 

corticosteroids and radiotherapy of the eye. In many patients with thyroid eye disease, 

radiotherapy and glucocorticoids result in dose-limiting adverse effects and minimal 

improvement in proptosis. Unlike these other methods of treating thyroid eye disease, 
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TEPEZZA is an insulin-like growth factor 1 receptor (IGF-1R) antagonist, blocking its 

activation and signaling therefore working to attenuate the underlying autoimmune 

processes involved in ophthalmopathy. IGF-1R has roles in the body in development, 

metabolism, and immune processes and strong evidence has implicated the IGF-1R in 

the pathogenesis of TED. In multiple placebo-controlled randomized control trials, 

TEPEZZZA improved both diplopia and proptosis in patients with active moderate-

severe thyroid eye disease at 24 weeks. It also improves the signs and symptoms of 

Thyroid Eye Disease including eye pain, redness, and swelling. 

 

 

 

Indications/Criteria 

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

• Member is at least 18 years of age  

• Documented diagnosis of Graves’ eye disease, also called Graves’ 

Ophthalmopathy or Thyroid Eye disease 

• Member must be euthyroid or with mild hypothyroidism or hyperthyroidism, 

defined as free thyroxine (T4) and free triiodothyronine (T3) levels less than 50% 

above or below the normal limits for the testing laboratory  

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

endocrinology, oculoplastic surgery, or neuro-ophthalmology 

• For female patients, healthcare provider has documented the member is not 

pregnant and that highly effective contraceptive methods have been 

implemented prior to, during, and for 6 months after treatment has been 

discussed with the member.  

• For members with pre-existing diabetes, documentation that diabetes is under 

appropriate glycemic control due to increased risk of hyperglycemia. 

Initial Approval for 24 weeks (8 infusions administered every 3 weeks).  

Continuation of TEPEZZA beyond 8 infusions is and will be reviewed on a case-by-case 

basis.   

 

Exclusions 

• Prior surgical treatment for Thyroid Eye Disease 
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• Age, dose, frequency of dosing and/or duration of therapy outside of FDA 

approved labeling.  

 

References 

1. Tepezza injection [prescribing information]. Lake Forest, IL: Horizon 

Therapeutics;July 2023..  

2. Smith TJ, Kahaly GL, Ezra DG, et al. Teprotumumab for Thyroid-Associated 

Ophthalmopathy [internet]. NEJM; 2017 [cited 2021 Aug 23]. Available from: 

https://www.nejm.org/doi/10.1056/NEJMoa1614949 

3. Douglas R, Kahaly GL, Patel A, et al. Teprotumumab for the Treatment of Active 

Thyroid Eye Disease [internet]. NEJM; 2020 [cited 2021 Aug 24]. Available from: 

https://www.nejm.org/doi/10.1056/NEJMoa1910434 

4. TEPEZZA (teprotumumab-trbw) [prescribing information] Horizon Therapeutics; 

Revised: 12/2022. 

 

Member Product Medical Management Requirements* 

New York Products  

HMO Prior Auth 

PPO in Plan Prior Auth 

PPO OOP Prior Auth 

POS in Plan Prior Auth 

POS OOP Prior Auth 

Essential Plan Prior Auth 

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

Authorization 

MVP Child Health Plus Prior Auth 

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

Authorization 

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

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

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

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

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

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

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

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

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

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

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

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

Healthy NY  Prior Auth 

MVP Premier Prior Auth 

MVP Premier Plus Prior Auth 

MVP Premier Plus HDHP Prior Auth 

https://www.nejm.org/doi/10.1056/NEJMoa1614949
https://www.nejm.org/doi/10.1056/NEJMoa1910434
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MVP Secure  Prior Auth 

MVP EPO  Prior Auth 

MVP EPO HDHP Prior Auth 

MVP PPO Prior Auth 

MVP PPO HDHP Prior Auth 

Student Health Plans Prior Auth 

ASO See SPD 

Vermont Products  

POS in Plan Prior Auth 

POS OOP Prior Auth 

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

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

MVP VT HMO  Prior Auth 

MVP VT Plus HMO Prior Auth 

MVP VT HDHP HMO Prior Auth 

MVP VT Plus HDHP HMO Prior Auth 

MVP Secure  Prior Auth 

ASO  See SPD 

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

requirements are the same as listed for HMO). 

© 2025 MVP Health Plan, Inc. All rights reserved. Descriptions contained within MVP's Medical Policies are not a guarantee of 

coverage. Each MVP Group or Subscriber Contract contains specific limitations, exclusions and requirements that may affect a 

Policy. If there is any discrepancy between your Group or Subscriber Contract and a Policy, your Group or Subscriber Contract 

shall in all cases govern. 

*Medical Management Requirements 

Prior Auth     Prior Authorization Required 

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

Retro Review    Retrospective Review Required 

Not Covered    Service is not a covered benefit. 

See SPD     See Specific Plan Design 
 

 



 

 

 

                         Page 1 of 3 

 
 

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  

 

 

References  

1. Clinical Pharmacology. Tocilizumab (Actemra). Revised 12/22/2022. Accessed 

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: 

https://www.rheumatology.org/Portals/0/Files/ACR-JIA%20Guideline-Oligo-TMJ-

sJIA-EarlyView.pdf 
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MVP Health Care Medical Policy 

  

Transthyretin-Mediated Amyloidosis Therapy 

Type of Policy:          Drug Therapy 

Prior Approval Date: 08/01/2023  

Approval Date:            08/01/2024 

Effective Date:            10/01/2024 

Related Policies: NA 

 

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 

 

Drug(s) Requiring Prior Authorization (covered under the pharmacy benefit) 

TegsediTM (inotersen), 284mg/1.5mL prefilled syringe for injection 

Vyndamax (tafamidis), 61mg oral capsule 

Vyndaqel (tafamidis meglumine), 20mg oral capsule 

 

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

covered under the Part D benefit. 

Overview 

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 
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producing transthyretin. This reduces production of defective transthyretin, thereby 

reducing the formation of amyloids and relieving the symptoms of hATTR amyloidosis. 

 

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 

Medicaid Variation: Medications that are a pharmacy benefit are covered and billed to 

New York State Fee-For-Service (FFS) program. They are defined as medications that go 

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

Pharmacy medications are subject to FFS’s clinical criteria including (but not limited to) 

coverage, quantity limit, step therapy, and prior authorization. Pharmacy benefit 

information can be found here: https://www.emedny.org/info/fullform.pdf 
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A. 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 

 Prescribed by a neurologist, immunologist, or physician who specializes in the 

treatment of amyloidosis 

 Site of Care 

o Per the MVP Health Care Pharmacy Management Programs policy,  

Onpattro 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 Onpattro 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 

 

 

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, 
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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 

 Site of Care 

o Per the MVP Health Care Pharmacy Management Programs policy,  

Amvuttra 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 Amvuttra 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 

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) 

C. Tegsedi 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) 
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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 

 Member has a platelet count > 100 x 109/L 

 Prescribed by a neurologist, immunologist, or physician who specializes in the 

treatment of amyloidosis 

 If member has a history of liver transplant, a provider attestation is required that 

indicates ALT, AST and total bilirubin will be monitored monthly 

 

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). 

 If member has a history of liver transplant, a provider attestation is required that 

indicates ALT, AST and total bilirubin are being monitored monthly 

 

 

 

 

 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 
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 Stage 3: Confined to wheelchair or bedridden; severe sensory, autonomic, 

and motor involvement of all limbs 

 

D. Vyndaqel and Vyndamax will be considered medically necessary for the treatment 

of the cardiomyopathy of wild type or hereditary transthyretin-mediated amyloidosis 

(ATTR-CM) in adults who meet all of the following criteria: 

 Chart notes documenting a diagnosis of wild type or hereditary transthyretin-

mediated amyloidosis cardiomyopathy AND baseline disease severity  

 Chart notes documenting member has New York Heart Association (NYHA) 

functional class I to III heart failure 

 Documentation of the presence of TTR genotype confirmed by genetic testing for 

hereditary transthyretin-mediated amyloidosis 

 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  

 

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., quality of life assessment, decrease 

cardiac related hospitalizations) 

 

 

Exclusions 

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

approved package labeling Tafamidis therapy in members with NYHA class IV 

heart failure or severely impaired renal function (eGFR < 25 mL/min/1.73 m2 BSA)  

 Treatment with Onpattro or Tegsedi for members without the presence of a 

polyneuropathy symptoms associated with hATTR amyloidosis 

 Treatment with Onpattro or Tegsedi when member has form of amyloidosis that 

is not due to a genetic mutation in the TTR gene 

 Tegsedi therapy in members with a history of acute glomerulonephritis caused by 

Tegsedi 

 Concurrent use of Tegsedi with Amvuttra, Onpattro, or tafamidis  

 Concurrent use of Vyndaqel and Vyndamax 
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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 Health Care Medical Policy 

Onpattro/Tegsedi               Page 9 of 9 

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  See SPD 

ASO   

♦ 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:  

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 
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 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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Zinplava (bezlotoxumab) 

 

Type of Policy:  Drug Therapy 

Prior Approval Date: 12/01/2023 

Approval Date:  12/01/2024 

Effective Date:  02/01/2025 

Related Policies: C. Difficile Drug Therapy 

 

Codes Requiring Prior Authorization (covered under the medical benefit) 

J0565 Zinplava (injection, bezlotoxumab 10mg) 

 

Overview 

C. difficile is the most common cause of infectious diarrhea in hospitalized members. 

About 1/3 of members have recurrent C. Difficile infection (CDI) after completing their 

initial antibiotic therapy. Recurrent C. difficile is more difficult to treat and leads to more 

severe outcomes and greater treatment costs.  

Zinplava is a human monoclonal antibody that is indicated to reduce recurrence of C. 

Difficile infection (CDI) in adult and pediatric members 1 year and older who are receiving 

antibacterial therapy and are at a high risk for CDI recurrence. Zinplava is not an 

antibacterial drug and should not be used as monotherapy. It is meant to be used in 

combination with standard C. Difficile treatment. It works by binding and neutralizing the 

effect of C. difficile toxin B.  

 

Indications/Criteria 

• Prescribed by or in consultation with infectious disease or gastroenterologist 

• Member must be diagnosed with C-difficile 
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o defined as diarrhea (≥3 unformed bowel movements [5 to 7 on the Bristol 

stool scale] in 24hrs) 

o stool test result that was positive for toxigenic C. difficile 

• Member must be receiving standard C. diff therapy (vancomycin, fidaxomicin 

(preferred therapy), metronidazole) 

• Must be at high risk of CDI recurrence or at high risk for CDI-related adverse 

outcome as defined by having at least one of the following risk factors: 

o Age ≥ 65 

o Prior episode of C. difficile Infection within the past 6 months 

o Clinically severe C. difficile infection (Zar Score of greater than or equal to 

2) 

o Immunocompromised state  

o Disease states that represent an increased risk such as solid organ 

transplant, stem cell transplant, chronic kidney disease, end stage renal 

disease, Inflammatory Bowel Disease, cancer 

o Prolonged antibiotic therapy 

If the member has a history of congestive heart failure (CHF), the provider must attest that 

the benefits outweigh the risk.  

 

Initial coverage will be for a single dose of 10mg/kg IV infused over 60 minutes 

 

Requests for continuation: see exclusions 

 

Exclusions 

• Any repeat dose is considered experimental or investigational 

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

approved package labeling. Zinplava monotherapy used to treat C-difficile infection  

o Must used in conjunction with antibacterial drug treatment for CDI 

• Combined with fecal transplantation  
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Member Product Medical Management Requirements* 

New York Products  

HMO Prior Auth  

PPO in Plan Prior Auth 

PPO OOP Prior Auth 

POS in Plan Prior Auth 

POS OOP Prior Auth 

Essential Plan Prior Auth 

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

Authorization 

MVP Child Health Plus Prior Auth 

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

Authorization 

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

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

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

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

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

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

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

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

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

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

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

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

Healthy NY  Prior Auth 

MVP Premier Prior Auth 

http://www.nejm.org/doi/pdf/10.1056/NEJMoa1602615
https://academic.oup.com/cid/article/66/7/e1/4855916
https://www.idsociety.org/practice-guideline/clostridium-difficile/
https://www.idsociety.org/practice-guideline/clostridium-difficile/
https://www.idsociety.org/practice-guideline/clostridium-difficile/
https://www.idsociety.org/practice-guideline/clostridium-difficile/
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MVP Premier Plus Prior Auth 

MVP Premier Plus HDHP Prior Auth 

MVP Secure  Prior Auth 

MVP EPO  Prior Auth 

MVP EPO HDHP Prior Auth 

MVP PPO Prior Auth 

MVP PPO HDHP Prior Auth 

Student Health Plans Prior Auth 

ASO See SPD 

Vermont Products  

POS in Plan Prior Auth 

POS OOP Prior Auth 

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

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

MVP VT HMO  Prior Auth 

MVP VT Plus HMO Prior Auth 

MVP VT HDHP HMO Prior Auth 

MVP VT Plus HDHP HMO Prior Auth 

MVP Secure  Prior Auth 

ASO  See SPD 

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

requirements are the same as listed for HMO). 

© 2025 MVP Health Plan, Inc. All rights reserved. Descriptions contained within MVP's Medical Policies are not a guarantee of 

coverage. Each MVP Group or Subscriber Contract contains specific limitations, exclusions and requirements that may affect a Policy. 

If there is any discrepancy between your Group or Subscriber Contract and a Policy, your Group or Subscriber Contract shall in all 

cases govern. 

*Medical Management Requirements 

Prior Auth     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: Zinplava (bezlotoxumab) 

 

Type of Policy:  Drug Therapy 

Prior Approval Date: 01/01/2024 

Approval Date:  12/01/2024 

Effective Date:  02/01/2025 

Related Policies: C. Difficile Drug Therapy 

 

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) 

J0565 Zinplava (injection, bezlotoxumab 10mg) 

 

Overview/Summary of Evidence 

 

C. difficile is the most common cause of infectious diarrhea in hospitalized members. 

About 1/3 of members have recurrent C. Difficile infection (CDI) after completing their 

initial antibiotic therapy. Recurrent C. difficile is more difficult to treat and leads to more 

severe outcomes and greater treatment costs.  

Zinplava is a human monoclonal antibody that is indicated to reduce recurrence of C. 

Difficile infection (CDI) in adult and pediatric members 1 year and older who are receiving 

antibacterial therapy and are at a high risk for CDI recurrence. Zinplava is not an 

antibacterial drug and should not be used as monotherapy. It is meant to be used in 

combination with standard C. Difficile treatment. It works by binding and neutralizing the 

effect of C. difficile toxin B.  
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Indications/Criteria 

• Prescribed by or in consultation with infectious disease or gastroenterologist 

• Member must be diagnosed with C-difficile 

o defined as diarrhea (≥3 unformed bowel movements [5 to 7 on the Bristol 

stool scale] in 24hrs) 

o stool test result that was positive for toxigenic C. difficile 

• Member should be receiving standard C. diff therapy (vancomycin, fidaxomicin 

(preferred therapy), metronidazole) 

• Must be at high risk of CDI recurrence or at high risk for CDI-related adverse 

outcome as defined by having at least one of the following risk factors: 

o Age ≥ 65 

o Prior episode of C. difficile Infection within the past 6 months 

o Clinically severe C. difficile infection (Zar Score of greater than or equal to 

2) 

o Immunocompromised state  

o Disease states that represent an increased risk such as solid organ 

transplant, stem cell transplant, chronic kidney disease, end stage renal 

disease, Inflammatory Bowel Disease, cancer 

o Prolonged antibiotic therapy 

If the member has a history of congestive heart failure (CHF), the provider must attest 

that the benefits outweigh the risk.  

 

Initial coverage will be for a single dose of 10mg/kg IV infused over 60 minutes 

 

Requests for continuation: see exclusions 

 

 

Exclusions 

• Any repeat dose is considered experimental or investigational 

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

approved package labeling. Zinplava monotherapy used to treat C-difficile infection  

o Must be used in conjunction with antibacterial drug treatment for CDI 

• Combined with fecal transplantation  
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MVP Health Care Medical Policy 

Zynteglo 

 

Type of Policy:  Drug/Medical Therapy 

Prior Approval Date:  01/01/2024 

Approval Date:   12/01/2024 

Effective Date:   02/01/2025 

Related Policies: CAR-T Cell Therapy 

 

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

policies. 

Refer to the MVP website for the Medicare Part B policies for coverage criteria of drugs 

covered under the medical benefit. 

 

Drugs Requiring Prior Authorization under the medical benefit 

J3393 Zynteglo (betibeglogene autotemcel) 

 

Overview 

Zynteglo is a cell-based gene therapy that is indicated for the treatment of pediatric and 

adult members with beta-thalassemia who require regular red blood cell (RBC) 

transfusion.  

Indications/Criteria 

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

 

a. Submission of medical records (chart notes) related to the medical 

necessity criteria is REQUIRED on all requests for authorizations. Records 

will be reviewed at the time of submission. Please provide documentation 

related to diagnosis, step therapy, and clinical markers (i.e., genetic, and 

mutational testing) supporting initiation when applicable.   

b. Coverage is provided in the following conditions: 

i. Member is at least 4 years of age; AND 
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ii. Member has been screened for hepatitis B virus (HBV), hepatitis C 

virus (HCV), human T-lymphotrophic virus 1 & 2 (HTLV-1/HTLV-2), 

and human immunodeficiency virus (HIV) in accordance with clinical 

guidelines prior to collection of cells (leukapheresis); AND 

iii. Member has not used prophylactic HIV anti-retroviral medication or 

hydroxyurea within 30 days prior to mobilization (or for the 

expected duration for elimination of those medications) and until all 

cycles of apheresis are completed  

• Note: if a member requires anti-retrovirals for HIV 

prophylaxis, confirm a negative test for HIV before beginning 

mobilization AND  

iv. Iron chelation therapy has been discontinued for at least 7 days 

prior to initiating myeloablative conditioning therapy; AND  

v. Females of reproductive potential have a negative pregnancy test 

prior to start of mobilization and re-confirmed prior to conditioning 

procedures and again before administration of betibeglogene 

autotemcel; AND  

vi. Used as single agent therapy (not applicable to lymphodepleting or 

bridging therapy while awaiting manufacture); AND  

vii. Provider attestation that the member will receive periodic life-long 

monitoring for hematological malignancies; AND 

viii. Provider attestation that the member is eligible to undergo 

hematopoietic stem cell transplant (HSCT) and has not had prior 

HSCT or other gene-therapy; AND   

ix. Member has a documented diagnosis of beta thalassemia (excludes 

alpha-thalassemia and hemoglobin S/ß-thalassemia variants) as 

outlined by the following:  

• Member diagnosis is confirmed by HBB sequence gene 

analysis showing biallelic pathogenic variants; OR  

• Member has severe microcytic hypochromic anemia, 

anisopoikilocytosis with nucleated red blood cells on 

peripheral blood smear, and hemoglobin analysis that 

reveals decreased amounts or complete absence of 

hemoglobin A and increased amounts of hemoglobin F; 

AND  

• Member has transfusion-dependent disease defined as a 

history of transfusions of at least 100 mL/kg/year of packed 

red blood cells (pRBCs) or with 8 or more transfusions of 

pRBCs per year in the 2 years preceding therapy; AND  

• Member does not have any of the following: 
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o Severely elevated iron in the heart (i.e., members with 

cardiac T2* less than 10 msec by magnetic resonance 

imaging [MRI]); OR Advanced liver disease; OR 

o Members with an MRI of the liver with results 

demonstrating liver iron content ≥ 15 mg/g (unless 

biopsy confirms absence of advanced disease) 

 

Zynteglo will be approved as a one-time dose and will not need to be continued for 

maintenance. Coverage is contingent on eligibility at the time of infusion. 

 

Medicaid Variation 

 

Zynteglo will be covered for Medicaid members when the following criteria is met:  

 

• Member has a confirmed diagnosis of transfusion-dependent beta-thalassemia 

o Transfusion-depended beta-thalassemia is defined as a history of at least 

100 mL/kg/year of packed red blood cells (pRBC)  in the two (2) years 

preceding administration of betibeglogene autotemcel or with  greater 

than or equal to eight (8) transfusions of pRBCs per year in the two(2) 

years preceding administration of betibeglogene autotemcel. 

• Member is a candidate to undergo allogeneic hematopoietic cell transplantation, 

but ineligible due to the absence of a suitable donor 

• Member has the minimum number of blood stem cells (5.0 × 106 CD34+ cells/kg) 

• Member is less than or equal to fifty (50) years of age 

• For members less than five (5) years of age, the member weighs greater than or 

equal to six (6) kilograms.  

o Zynteglo® is not covered for members less than four [4] years of age  

regardless of weight 

• Documentation indicating whether the member is on any anti-retroviral 

medications 

• Documentation indicating the member has not received previous Zynteglo 

therapy.  

 

Zynteglo will be approved as a one-time dose and will not need to be continued for 

maintenance. Coverage is contingent on eligibility at the time of infusion. Zynteglo 

(the medication only) is reviewed by MVP Health Care and billed through the 

member’s NYRX Medicaid benefit.  

 

 



 
MVP Health Care Medical Policy 

                           Page 4 of 7 

Exclusions 

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

• More than one treatment per lifetime 

• Requests for replacement due to lost or damaged product will not be covered 

• Indication, age, dose, frequency of dosing, and/or duration of therapy outside of 

FDA approved package labeling 

 

Appendix I: Dosing and Administration  

A. Dosing Limits  

a. Quantity Limit (max daily dose) [NDC Unit]: A single dose of Zynteglo 

containing a minimum of 5.0 × 106 CD34+ cells/kg of body weight, in one 

or more infusion bags.   

b. Max Units (per dose and over time) [HCPCS Unit]:A single dose of 

Zynteglo containing a minimum of 5.0 × 106  CD34+ cells/kg of 

bodyweight, in one or more infusion bags  
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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 Prior Authorization. *Zynteglo (the drug only) is reviewed by MVP 

Health Care and billed to NYRX via coordination with NYS Department 

of Health 

MVP Child Health Plus Prior Authorization 

MVP Harmonious Health Care Plan Prior Authorization. *Zynteglo (the drug only) is reviewed by MVP 

Health Care and billed to NYRX via coordination with NYS Department 

of Health 

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

https://doi.org/10.1016/j.bbmt.2019.12.588
https://icer.org/beta-thalassemia-2022/#timeline
https://icer.org/beta-thalassemia-2022/#timeline
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MVP Health Care Medical Policy 

Medicare Part B: Zynteglo 

 

Type of Policy:  Drug/Medical Therapy 

Prior Approval Date:  01/01/2024 

Approval Date:   12/01/2024 

Effective Date:  02/01/2025 

Related Policies: N/A 

 

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

policies. 

 

Please refer to relevant CMS LCDs/NCDs/Policy Articles for most up to date Medicare 

Part B guidance if available. 

 

Drugs Requiring Prior Authorization under the medical benefit 

J3393 Zynteglo (betibeglogene autotemcel) 

 

Overview/Summary of Evidence 

Zynteglo is a cell-based gene therapy that is indicated for the treatment of pediatric and 

adult members with beta-thalassemia who require regular red blood cell (RBC) 

transfusion.  

Indications/Criteria 

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

 

A. Initial Approval Criteria  

a. Submission of medical records (chart notes) related to the medical 

necessity criteria is REQUIRED on all requests for authorizations. Records 

will be reviewed at the time of submission. Please provide documentation 
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related to diagnosis, step therapy, and clinical markers (i.e., genetic, and 

mutational testing) supporting initiation when applicable.   

b. Coverage is provided in the following conditions: 

i. Member is at least 4 years of age; AND 

ii. Member has been screened for hepatitis B virus (HBV), hepatitis C 

virus (HCV), human T-lymphotrophic virus 1 & 2 (HTLV-1/HTLV-2), 

and human immunodeficiency virus (HIV) in accordance with clinical 

guidelines prior to collection of cells (leukapheresis); AND 

iii. Member has not used prophylactic HIV anti-retroviral medication or 

hydroxyurea within 30 days prior to mobilization (or for the 

expected duration for elimination of those medications) and until all 

cycles of apheresis are completed (Note: if a Member requires anti-

retrovirals for HIV prophylaxis, confirm a negative test for HIV 

before beginning mobilization); AND  

iv. Iron chelation therapy has been discontinued for at least 7 days 

prior to initiating myeloablative conditioning therapy; AND  

v. Females of reproductive potential have a negative pregnancy test 

prior to start of mobilization and re-confirmed prior to conditioning 

procedures and again before administration of betibeglogene 

autotemcel; AND  

vi. Used as single agent therapy (not applicable to lymphodepleting or 

bridging therapy while awaiting manufacture); AND  

vii. Provider attestation that the member will receive periodic life-long 

monitoring for hematological malignancies; AND 

viii. Provider attestation that the member is eligible to undergo 

hematopoietic stem cell transplant (HSCT) and has not had prior 

HSCT or other gene-therapy; AND   

ix. Member has a documented diagnosis of beta thalassemia (excludes 

alpha-thalassemia and hemoglobin S/ß-thalassemia variants) as 

outlined by the following:  

• Member diagnosis is confirmed by HBB sequence gene 

analysis showing biallelic pathogenic variants; OR  

• Member has severe microcytic hypochromic anemia, 

anisopoikilocytosis with nucleated red blood cells on 

peripheral blood smear, and hemoglobin analysis that 

reveals decreased amounts or complete absence of 

hemoglobin A and increased amounts of hemoglobin F; 

AND  

• Member has transfusion-dependent disease defined as a 

history of transfusions of at least 100 mL/kg/year of packed 
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red blood cells (pRBCs) or with 8 or more transfusions of 

pRBCs per year in the 2 years preceding therapy; AND  

• Member does not have any of the following: 

o Severely elevated iron in the heart (i.e., members with 

cardiac T2* less than 10 msec by magnetic resonance 

imaging [MRI]); OR Advanced liver disease; OR 

o Members with an MRI of the liver with results 

demonstrating liver iron content ≥ 15 mg/g (unless 

biopsy confirms absence of advanced disease) 

 

Zynteglo will be approved as a one-time dose and will not need to be continued for 

maintenance. Coverage is contingent on eligibility at the time of infusion 

 

Exclusions 

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

• More than one treatment per lifetime 

• Requests for replacement due to lost or damaged product will not be covered 

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

package labeling 

 

Appendix I: Dosing and Administration  

A. Dosing Limits  

a. Quantity Limit (max daily dose) [NDC Unit]: A single dose of Zynteglo 

containing a minimum of 5.0 × 106 CD34+ cells/kg of body weight, in one 

or more infusion bags.   

b. Max Units (per dose and over time) [HCPCS Unit]:A single dose of 

Zynteglo containing a minimum of 5.0 × 106  CD34+ cells/kg of 

bodyweight, in one or more infusion bags  
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MVP Medicare Preferred Gold HMO POS Refer to the MVP website for the Medicare Part B and Part D policies. 

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

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

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

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

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

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

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

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

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

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

Healthy NY  Prior Authorization 

MVP Premier Prior Authorization 

MVP Premier Plus Prior Authorization 

MVP Premier Plus HDHP Prior Authorization 

MVP Secure  Prior Authorization 

MVP EPO  Prior Authorization 

MVP EPO HDHP Prior Authorization 

MVP PPO Prior Authorization 

MVP PPO HDHP Prior Authorization 

Student Health Plans Prior Authorization 

ASO See SPD 

Vermont Products  

POS in Plan Prior Authorization 

POS OOP Prior Authorization 

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

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

MVP VT HMO  Prior Authorization 

MVP VT Plus HMO Prior Authorization 

MVP VT HDHP HMO Prior Authorization 

MVP VT Plus HDHP HMO Prior Authorization 

MVP Secure  Prior Authorization 

ASO  See SPD 

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

auth requirements are the same as listed for HMO). 

© 2025 MVP Health Plan, Inc. All rights reserved. Descriptions contained within MVP's Medical Policies are not a guarantee of 

coverage. Each MVP Group or Subscriber Contract contains specific limitations, exclusions and requirements that may affect a 

Policy. If there is any discrepancy between your Group or Subscriber Contract and a Policy, your Group or Subscriber Contract 

shall in all cases govern. 

*Medical Management Requirements 

Prior Auth     Prior Authorization Required 

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

Retro Review    Retrospective Review Required 

Not Covered    Service is not a covered benefit. 

See SPD     See Specific Plan Design 

 
 


