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MVP Health Care Medical Policy 

Abatacept 

 

Type of Policy:  Medical Therapy 

Prior Approval Date: 02/01/2024 

Approval Date:  11/01/2025 

Effective Date:  01/01/2026 

Related Policies: Apremilast, Adalimumab, Infliximab, Risankizumab, Secukinumab, 

Tofacitinib, Upadacitinib, Ustekinumab, Ozanimod, Golimumab, 

Tocilizumab, Certolizumab 

 

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

policies. 

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

covered under the medical benefit. 

 

Drugs Requiring Prior Authorization under the pharmacy benefit 

Orencia SQ is non-preferred under the pharmacy benefit 

Drugs Requiring Prior Authorization under the medical benefit 

J0129 abatacept, 10mg (Orencia IV) 

Overview 

Abatacept is a fully human recombinant fusion protein categorized as a costimulatory or 

second-signal blocker of T cell activation. It is indicated for the treatment of adult 

patients with moderately to severely active rheumatoid arthritis (RA), in patients 2 years 

of age and older with active psoriatic arthritis (PsA), and in patients 2 years of age and 

older with moderately to severely active polyarticular juvenile idiopathic arthritis. 

Abatacept is also indicated as prophylaxis of acute graft versus host disease, in 

combination with a calcineurin inhibitor and methotrexate, in adults and pediatric 

patients 2 years of age and older undergoing hematopoietic stem-cell transplantation 
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from a matched or 1 allele-mismatched unrelated donor. Members should be screened 

for immunologic and infectious disease prior to initiating therapy.  

Medicaid Variation: Medications that are a pharmacy benefit are covered and billed to 

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

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

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

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

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

Indications/Criteria 

A. For all indications, Abatacept SQ (Orencia) is non-formulary and will only be 

considered for pharmacy coverage when:  

• Documented failure, contraindication or ineffective response to all 

preferred/formulary therapies for the specific indication.  

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

when:  

• Prescribed for an FDA approved indication AND 

• Ordered by or with consult from a rheumatologist/immunologist AND  

• Documentation identifies failure of preferred self-administered biologic 

therapies to treat the condition AND 

• Rationale and documentation are provided identifying why member or caregiver 

is unable to self-administer 

• Site of Care 

o Per the MVP Health Care Pharmacy Management Programs policy,  

Abatacept IV (Orencia) is subject to Site of Care requirements and must be 

obtained through a preferred home infusion vendor or contracted 

provider office. Prior Authorization and medical justification is required for 

Abatacept IV (Orencia) obtained and administered in a non-preferred site 

of care (i.e. outpatient hospital setting). 

o MVP will allow 60 days after prior authorization approval for members to 

transfer to a preferred infusion site. 

o This requirement does not apply to MVP Medicare and Medicaid, CHP 

members 

 

C. Rheumatoid Arthritis 
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MVP Health Care Medical Policy 

Agents for Fabry Disease  

 

Type of Policy: Drug 

Prior Approval Date: N/A 

Approval Date: 10/01/2025 

Effective Date: 11/01/2025 

Related Policies: N/A 

 

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

policies. 

 

Drugs Requiring Prior Authorization under the medical benefit 

J2508 Elfabrio (Injection, pegunigalsidase alfa-iwxj, 1 mg) 

J0180 Fabrazyme (Injection, agalidase beta, 1mg) 

 

Overview 

 

Pegunigalsidase alfa (Elfabrio) is a hydrolytic lysosomal neutral glycosphingolipid-

specific enzyme given by intravenous infusion for the treatment of confirmed Fabry 

disease in adults.  Agalsidase Beta (Fabrazyme) is a recombinant human alpha-

galactosidase A enzyme given by intravenous infusion in adult and pediatric patients 2 

years and older.  

Patients with Fabry disease have a deficiency of the lysosomal enzyme, 

ceramidetrihexosidase or alpha-galactosidase A, which breaks down glycosphingolipids 

(predominantly globotriaosylceramide or GL-3). Glycosphingolipids accumulate in the 

lining of blood vessels in the heart, kidney, and other organs in patients without an 

adequate presence of alpha-galactosidase A. 

 

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

specific diagnosis criteria below.   

• Elfabrio or Fabrazyme are prescribed by or in consultation with a 

geneticist, endocrinologist, a metabolic disorder specialist or a physician 

who specializes  in the treatment of lysosomal storage disorder. 

• Per the MVP Health Care Pharmacy Management Programs policy,  

Elfabrio and Fabrazyme are subject to Site of Care requirements and must 

be obtained through a preferred home infusion vendor or contracted 

provider office.  Prior Authorization and medical justification is required for 

Elfabrio obtained and administered in a non-preferred site of care (i.e. 

outpatient hospital setting).  

i. MVP will allow 60 days after prior authorization approval for 

members to transfer to a preferred infusion site.  

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

CHP members 

B. Fabry disease treatment 

Elfabrio or Fabrazyme may be considered for coverage for Fabry disease 

treatment when the following criteria is met:  

• Chart notes documenting that the member has a confirmed diagnosis of 

Fabry disease with supporting laboratory results.  

o Member has a laboratory test demonstrating deficient α-

galactosidase A activity in leukocytes or fibroblasts; OR member has 

a molecular genetic test demonstrating pathogenic variants in the 

galactosidase alpha gene 

 

Initial approval will be for 6 months 

 

Extension requests will be approved for up to 12 months with current documentation 

supporting that the member has a continued benefit to therapy.  

 

 

Exclusions 

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

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

approved package labeling  

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

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

approved package labeling  

• Combination use with Elfabrio and/or Galafold 

 

References  

1. Pegunigalsidase alfa (Elfabrio). In: Clinical Pharmacology [database on the 

Internet]. Tampa (FL): Elsevier. publication year [September 3, 2025]. Available 
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Member Product Medical Management Requirements* 

New York Products  

HMO Prior Auth 

PPO in Plan Prior Auth 

PPO OOP Prior Auth 

POS in Plan Prior Auth 

POS OOP Prior Auth 

Essential Plan Prior Auth 

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

Authorization 

MVP Child Health Plus Prior Auth 

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

Authorization 

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

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

https://rarediseases.info.nih.gov/diseases/6400/fabry-disease
https://resources.chiesiusa.com/Elfabrio/ELFABRIO_PI.pdf
https://products.sanofi.us/fabrazyme/fabrazyme.pdf
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MVP Medicare Secure HMO POS Refer to the MVP website for the Medicare Part B and Part D policies. 

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

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

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

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

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

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

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

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

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

Healthy NY  Prior Auth 

MVP Premier Prior Auth 

MVP Premier Plus Prior Auth 

MVP Premier Plus HDHP Prior Auth 

MVP Secure  Prior Auth 

MVP EPO  Prior Auth 

MVP EPO HDHP Prior Auth 

MVP PPO Prior Auth 

MVP PPO HDHP Prior Auth 

Student Health Plans Prior Auth 

ASO See SPD 

Vermont Products  

POS in Plan Prior Auth 

POS OOP Prior Auth 

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

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

MVP VT HMO  Prior Auth 

MVP VT Plus HMO Prior Auth 

MVP VT HDHP HMO Prior Auth 

MVP VT Plus HDHP HMO Prior Auth 

MVP Secure  Prior Auth 

ASO  See SPD 

♦ 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 

Crinecerfont 

 

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

Prior Approval Date: N/A 

Approval Date: 10/01/2025 

Effective Date: 11/01/2025 

Related Policies: Orphan Drugs and Biologicals 

 

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

policies. 

 

Drugs Requiring Prior Authorization under the pharmacy benefit 

Crenessity (crinecerfont)- all formulations 

 

Overview 

Crenessity (crinecerfont) is a corticotropin-releasing factor (CRF) type 1 receptor 

antagonist indicated for classic congenital adrenal hyperplasia (CAH) as an adjunctive 

treatment to glucocorticoid replacement. Congenital adrenal hyperplasia is a rare 

genetic condition affecting the adrenal glands. Individuals with CAH do not produce 

enough cortisol and produce an excess of androgens. They require high doses of 

glucocorticoids, which increase cortisol and help reduce the excess androgen 

concentrations. Treatment with crinecerfont reduces excessive adrenal androgen 

production, therefore reducing the amount of glucocorticoid treatment needed.  

 

Indications/Criteria 

 

A. Classic Congenital Adrenal Hyperplasia (CAH) 
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Crenessity may be considered for coverage when all of the following criteria is 

met:  

• Crenessity is prescribed by or in consultation with a urologist or 

endocrinologist.  

• The member has a documented diagnosis of classic congenital adrenal 

hyperplasia (CAH) due to 21-hydroxylase deficiency 

• Documentation is submitted confirming a diagnosis of classic congenital 

adrenal hyperplasia. The diagnosis is confirmed by one of the following:  

o  Newborn screening with confirmatory testing (such as genetic 

testing or 17-hydroxyprogesterone levels) 

o  Genetic testing (confirming mutation in the CYP21A2 gene) 

o Cosyntropin (ACTH) Stimulation test 

o Elevated 17-hydroxyprogesterone level 

• Documentation that Crenessity with be used concurrently with systemic 

glucocorticoid treatment. Claims history will be reviewed with each 

request. 

 

Initial approval will be for 12 months 

 

Extension requests  will be approved for up to 12 months if documentation is 

submitted supporting that the member has a continued benefit to therapy including but 

not limited to: decreased 17-hydroxyprogesterone levels, decreased 

androstenedione levels,  reduction in glucocorticoid dose from baseline or stabilization 

in CAH.  

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

clinical failure will require clinical rationale for continuing.   

 

Exclusions 

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

 

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

approved package labeling.   

• Crenessity as monotherapy without concurrent systemic glucocorticoid therapy 

• Diagnosis of Nonclassic Classic Congenital Adrenal Hyperplasia (CAH) 

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

 

References  
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Member Product Medical Management Requirements* 

New York Products  

HMO Prior  Auth 

PPO in Plan Prior  Auth 

PPO OOP Prior  Auth 

POS in Plan Prior  Auth 

POS OOP Prior  Auth 

Essential Plan Prior  Auth 

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

Authorization 

MVP Child Health Plus Prior  Auth 

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

Authorization 

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

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

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

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

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

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

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

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

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

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

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

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

Healthy NY  Prior  Auth 

https://www.mayoclinic.org/diseases-conditions/congenital-adrenal-hyperplasia/symptoms-causes/syc-20355205
https://www.mayoclinic.org/diseases-conditions/congenital-adrenal-hyperplasia/symptoms-causes/syc-20355205
https://my.clevelandclinic.org/health/diseases/17817-congenital-adrenal-hyperplasia
https://my.clevelandclinic.org/health/diseases/17817-congenital-adrenal-hyperplasia
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MVP Premier Prior  Auth 

MVP Premier Plus Prior  Auth 

MVP Premier Plus HDHP Prior  Auth 

MVP Secure  Prior  Auth 

MVP EPO  Prior  Auth 

MVP EPO HDHP Prior  Auth 

MVP PPO Prior  Auth 

MVP PPO HDHP Prior  Auth 

Student Health Plans Prior  Auth 

ASO See SPD 

Vermont Products  

POS in Plan Prior  Auth 

POS OOP Prior  Auth 

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

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

MVP VT HMO  Prior  Auth 

MVP VT Plus HMO Prior  Auth 

MVP VT HDHP HMO Prior  Auth 

MVP VT Plus HDHP HMO Prior  Auth 

MVP Secure  Prior  Auth 

ASO  See SPD 

♦ 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 

Eladocagene exuparvovec 

 

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

Prior Approval Date: N/A 

Approval Date: 10/01/2025 

Effective Date: 11/01/2025 

Related Policies: N/A 

 

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

policies. 

 

Drugs Requiring Prior Authorization under the medical benefit 

J3590 Kebilidi (eladocagene exuparvovec) 

 

Overview 

Eladocagene exuparvovec is an adeno-associated virus vector-based gene therapy 

indicated for the treatment of aromatic L-amino acid decarboxylase (AADC) deficiency. 

AADC deficiency is a rare genetic neurological disorder due to a mutation in the DDC 

gene, which leads to a decrease or lack of the AADC enzyme. A deficiency in the AADC 

enzyme leads to the body's inability to make dopamine and serotonin. Without 

dopamine, patients suffer from movement disorders, including hypokinesia, dystonia, 

and oculogyric crisis; they also have behavioral problems, autonomic dysfunction, and 

developmental delay.  

The administration of eladocagene exuparvovec has the potential risk for procedure-

related adverse events, including cranial cerebrospinal fluid leak, intracranial bleeding, 

inflammation, acute infarction, and infection. Additionally, respiratory arrest and cardiac 

arrest have occurred within 24 hours of the neurosurgical procedure and during post-

surgical care. Continuous cardiorespiratory monitoring is recommended during 

hospitalization. Eladocagene exuparvovec was approved based on the change from 
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baseline in gross motor milestone achievement at 48 weeks after treatment with 

eladocagene exuparvovec.   

Kebilidi administration involves an infusion into the brain and requires hospitalization. 

Kebilidi requires prior authorization for all site of services including when the member is 

currently in an inpatient facility.  

 

Indications/Criteria 

A. Aromatic L-amino acid decarboxylase (AADC) deficiency 

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

 

• Kebilidi is prescribed by or in consultation with a neurosurgeon, geneticist 

or neurologist 

 

• Member is ≥16 months of age 

 

• Member has a diagnosis of AADC deficiency which is confirmed by the 

following:  

o Documentation of genetic test results indicating biallelic mutations 

in the dopa decarboxylase (DDC) gene OR cerebrospinal fluid (CSF) 

or plasma neurotransmitter profile consistent with AADC deficiency 

AND 

o Decreased AADC enzyme activity in plasma 

 

• Documentation that the member has severe phenotype AADC deficiency 

demonstrated by the following:  

o Inability to sit, stand, walk, or ambulate independently 

 

• Documentation that the member shows clinical symptoms of AADC 

deficiency such as:  

o Oculogyric crises 

o Hypokinesia 

o Hypotonia 

o Developmental delays 

o Ptosis 

o Autonomic dysfunction (excessive sweating, temperature instability, 

ptosis, nasal congestion, hypoglycemic episodes) 
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• Documentation of a failure, contraindication, symptom instability, adverse 

reaction to standard of care therapies.  

o Standard of care includes: dopamine agonists (pramipexole, 

ropinirole, bromocriptine), MAO inhibitors (selegiline or 

tranylcypromine), vitamin B6 (pyridoxine, pyridoxal phosphate) 

 

• For pediatric members, documentation of neuroimaging indicating  that 

the member has achieved skull maturity, which is required for stereotactic 

neurosurgical administration. 

 

• Documentation that anti-AAV2 neutralizing antibody titers are not over 

1:1200. 

 

• Provider confirmation that the member has not previously received 

Kebilidi. Claims history will be reviewed.  

 

Kebilidi will be approved as a one-time dose within 6 months.  Requests for 

replacement due to lost or damaged product will not be covered. Coverage is 

contingent on eligibility at the time of administration. 

 

 

Exclusions 

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

• Member has not achieved skull maturity assessed by neuroimaging 

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

approved package labeling  

• More than one administration per lifetime 

• Members with anti-AAV2 neutralizing antibody titers over 1:1200. 

 

 

References  

1. Kebilidi. In: Clinical Pharmacology [database on the Internet]. Tampa (FL): Elsevier; 

2025 [cited 2025 July 31]. Available from: www.clinicalpharmacology.com. 
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2. Kebilidi [package insert]. Warren, NJ. PTC Therapeutics, Inc. November 2024. 
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https://www.fda.gov/media/183530/download
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decarboxylase-deficiency/ 

4. National Library of Medicine. Aromatic L-amino acid decarboxylase deficiency. 
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Aromatic Lamino Acid Decarboxylase (AADC) Deficiency Using AAV2-hAADC. 

https://clinicaltrials.gov/study/NCT01395641.  
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Member Product Medical Management Requirements* 

New York Products  

HMO Prior Auth 

PPO in Plan Prior Auth 

PPO OOP Prior Auth 

POS in Plan Prior Auth 

POS OOP Prior Auth 

Essential Plan Prior Auth 

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

Authorization 

MVP Child Health Plus Prior Auth 

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

Authorization 

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

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

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

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

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

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

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

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

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

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

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

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

Healthy NY  Prior Auth 

MVP Premier Prior Auth 

https://medlineplus.gov/genetics/condition/aromatic-l-amino-acid-decarboxylase-deficiency/
https://medlineplus.gov/genetics/condition/aromatic-l-amino-acid-decarboxylase-deficiency/
https://clinicaltrials.gov/study/NCT01395641
https://clinicaltrials.gov/study/NCT02926066
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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 

ENTYVIO (vedolizumab) 

 

Type of Policy:  Drug/Medical Therapy 

Prior Approval Date:  11/01/2024 

Approval Date:   10/01/2025 

Effective Date:   12/01/2025 

Related Policies:  

    

   Experimental or Investigational Procedures 

   Infliximab,  

Certolizumab 

Risankizumab 

Upadacitinib 

Ustekinumab      

 

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

under the Part D benefit. 

 

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

covered under the medical benefit. 

 

Drugs Requiring Prior Authorization (covered under the medical benefit) 

J3380 Entyvio (vedolizumab, injection 1mg) 

 

Drugs Requiring Prior Authorization (covered under the pharmacy benefit) 

Entyvio subcutaneous prefilled pen 
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Overview 

 

ENTYVIO is an integrin receptor antagonist indicated for adult ulcerative colitis and 

adult Crohn’s disease.  Prior to initiating treatment with ENTYVIO, all patients should be 

brought up to date with all immunizations according to current immunization 

guidelines.  ENTYVIO is not recommended in patients with active, severe infections until 

the infections are controlled. Providers should consider withholding treatment in 

patients who develop a severe infection while on treatment with ENTYVIO. Providers 

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

 

 

Medicaid Variation: Medications that are a pharmacy benefit are covered and billed to 

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

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

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

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

information can be found here: https://www.emedny.org/info/formfile.aspx 

 

Indications/Criteria 

A. Entyvio subcutaneous pen may be considered for coverage for Crohn’s Disease 

when the following criteria are met:  

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

(or capsule endoscopy when appropriate)  

• Documentation including the assessment of growth, nutrition, extraintestinal 

complications, therapy-induced complications and functional ability and any 

clinical signs and symptoms outlined in Crohn’s Disease Activity Index (CDAI) 

such as frequent liquid stools >4/day, severity grade and frequency of abdominal 

pain, presence of an abdominal mass, general well-being, extra-intestinal 

symptoms (arthralgia, uveitis, erythema, stomatitis, abscess, fever >37.5 in the last 

week), taking opiates or diphenoxylate/atropine for diarrhea, anemia, and weight 

loss >10%. 

 

Initial approval for 6 months 
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Extension requests will be approved for 12 months if the member has a continued 

benefit to therapy. Extension requests where Entyvio SQ that did not have the full 

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

continuing 

 

B. Entyvio subcutaneous pen may be considered for coverage for ulcerative colitis 

when the following criteria are met:  

• A diagnosis of moderate to severe Ulcerative Colitis  

• Chart notes are provided identifying inadequate response, intolerance, or 

contraindication to conventional therapy for maintenance of remission 

(i.e., anti-inflammatory aminosalicylates [e.g., mesalamine (5-ASA), 

sulfasalazine], 6-mercaptopurine, and azathioprine)  

OR 

• If conventional therapy is not considered medically appropriate, 

documentation must be provided  

 

Initial approval for 6 months 

 

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

benefit to therapy. Extension requests where Entyvio SQ that did not have the full 

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

 

 

 

C. For all indications, Entyvio IV may be considered for medical coverage when the 

following conditions are met:  

 

• Member is at least 18 years of age; AND  

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

gastroenterology; AND  

• Member is not on concurrent treatment with another TNF-inhibitor, 

biologic response modifier, natalizumab products, or other non-biologic 

agent (i.e., apremilast, tofacitinib, baricitinib, upadacitinib, etc.); AND 

• Site of Care 

i. Per the MVP Health Care Pharmacy Management Programs policy, 

Entyvio IV is subject to Site of Care requirements and must be 

obtained through a preferred home infusion vendor or contracted 
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provider office.  Prior Authorization and medical justification are 

required for Entyvio IV obtained and administered in a non-

preferred site of care (i.e. outpatient hospital setting). 

A. MVP will allow 60 days after prior authorization approval for 

members to transfer to a preferred infusion site. 

B. This requirement does not apply to MVP Medicare and 

Medicaid, CHP members 

 

D. Entyvio IV may be considered for coverage for the treatment of Crohn’s disease 

when the above criteria in Section C is met AND: 

 

• Documented moderate to severe active disease; AND  

• Documented failure, contraindication, or ineffective response at maximum 

tolerated doses to a minimum (3) month trial of corticosteroids or 

immunomodulators (e.g., azathioprine, 6-mercaptopurine, or methotrexate); 

OR  

• Documented failure, contraindication, or ineffective response at maximum 

tolerated doses to a minimum (3) month trial on previous therapy with a TNF 

modifier such as adalimumab, certolizumab, or infliximab  

 

Initial approval for 6 months 

 

Extension requests will be approved for 12 months when the following 

documentation is provided:  

o Disease response as indicated by improvement in signs and symptoms 

compared to baseline such as endoscopic activity, number of liquid 

stools, presence and severity of abdominal pain, presence of 

abdominal mass, body weight compared to IBW, hematocrit, presence 

of extra intestinal complications, use of anti-diarrheal drugs, tapering 

or discontinuation of corticosteroid therapy, and/or an improvement 

on a disease activity scoring tool [e.g., an improvement on the Crohn’s 

Disease Activity Index (CDAI) score or the Harvey-Bradshaw Index 

score].  

 

D.  Entyvio IV may be considered for coverage for the treatment of Ulcerative Colitis 

when the above criteria in Section B are met AND: 

 

• Documented moderate to severe active disease; AND  
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• Documented failure, contraindication, or ineffective response at maximum 

tolerated doses to a minimum (3) month trial of corticosteroids or 

immunomodulators (e.g., azathioprine, 6-mercaptopurine, or methotrexate); OR  

• Documented failure, contraindication, or ineffective response at maximum 

tolerated doses to a minimum (3) month trial on previous therapy with a TNF 

modifier such as adalimumab, golimumab, or infliximab  

• Requests for members with moderately severe UC, who are naïve to biologic 

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

guidelines. 

 

Initial approval for 6 months 

 

Extension requests will be approved for 12 months when the following 

documentation is provided:  

 

• Disease response as indicated by improvement in signs and symptoms compared 

to baseline such as stool frequency, rectal bleeding, and/or endoscopic activity, 

tapering or discontinuation of corticosteroid therapy, and/or an improvement on 

a disease activity scoring tool [e.g., an improvement on the Ulcerative Colitis 

Endoscopic Index of Severity (UCEIS) score or the Mayo Score].  

 

E. Entyvio IV may be considered for coverage for the management of Immune 

Checkpoint Inhibitor-Related Diarrhea/Colitis/Pneumonitis when the above 

criteria in Section C is met AND: 

 

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

nivolumab, pembrolizumab, atezolizumab, avelumab, durvalumab, cemiplimab, 

etc.); AND  

• Member has moderate (grade 2) to severe (grade 3-4) diarrhea, colitis, or 

pneumonitis related to their immunotherapy; AND 

• Documented failure, contraindication, or ineffective response to systemic 

corticosteroids or infliximab. 

 

 Entyvio IV for Immune Checkpoint Inhibitor Related Diarrhea/Colitis/ 

Pneumonitis may not be renewed 

 

Exclusions  
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• 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 

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. 

https://journals.lww.com/ajg/toc/2019/03000
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MVP DualAccess D-SNP HMO  Refer to the MVP website for the Medicare Part B and Part D policies. 

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

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

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

USA Care PPO Prior Auth 

Healthy NY  Prior Auth 

MVP Premier Prior Auth 

MVP Premier Plus Prior Auth 

MVP Premier Plus HDHP Prior Auth 

MVP Secure  Prior Auth 

MVP EPO  Prior Auth 

MVP EPO HDHP Prior Auth 

MVP PPO Prior Auth 

MVP PPO HDHP Prior Auth 

Student Health Plans Prior Auth 

ASO See SPD 

Vermont Products  

POS in Plan Prior Auth 

POS OOP Prior Auth 

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

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

MVP VT HMO  Prior Auth 

MVP VT Plus HMO Prior Auth 

MVP VT HDHP HMO Prior Auth 

MVP VT Plus HDHP HMO Prior Auth 

MVP Secure  Prior Auth 

ASO  See SPD 

♦ 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: ENTYVIO (vedolizumab) 

 

Type of Policy:  Drug/Medical Therapy 

Prior Approval Date: 01/01/2024 

Approval Date:  10/01/2025 

Effective Date:  12/01/2025 

Related Policies:  

Inflammatory Biologic Drug Therapy    

   Experimental or Investigational Procedures 

   Infliximab 

     

 

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

under the Part D benefit. 

 

Drugs Requiring Prior Authorization (covered under the medical benefit) 

J3380 Entyvio (vedolizumab, injection 1mg) 

 

Overview/Summary of Evidence 

ENTYVIO is an integrin receptor antagonist indicated for adult ulcerative colitis and 

adult Crohn’s disease.  Prior to initiating treatment with ENTYVIO, all members should 

be brought up to date with all immunizations according to current immunization 

guidelines.  ENTYVIO is not recommended in members with active, severe infections 

until the infections are controlled. Providers should consider withholding treatment in 

members who develop a severe infection while on treatment with ENTYVIO. Providers 

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

 

 

Indications/Criteria 
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 Coverage is provided in the following conditions:  

 

Universal Criteria: 

• Member is at least 18 years of age; AND  

 

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

AND  

 

• Member is not on concurrent treatment with another TNF-inhibitor, biologic 

response modifier, natalizumab products or other non-biologic agent (i.e., 

apremilast, tofacitinib, baricitinib, upadacitinib, etc.);  

 

• Coverage duration (unless otherwise specified for applicable indication) 

o Initial coverage up to 6 months 

o Continuation of coverage 12 months 

 

 

For the treatment of Crohn’s disease: 

 

• Documented moderate to severe active disease; AND Documented failure, 

contraindication, or ineffective response at maximum tolerated doses to a 

minimum (3) month trial on previous therapy with a TNF modifier such as 

adalimumab, certolizumab, or infliximab  

 

Continuation of therapy will require documentation of: 

• Disease response as indicated by improvement in signs and symptoms compared 

to baseline such as endoscopic activity, number of liquid stools, presence and 

severity of abdominal pain, presence of abdominal mass, body weight compared 

to IBW, hematocrit, presence of extra intestinal complications, use of anti-

diarrheal drugs, tapering or discontinuation of corticosteroid therapy, and/or an 

improvement on a disease activity scoring tool [e.g., an improvement on the 

Crohn’s Disease Activity Index (CDAI) score or the Harvey-Bradshaw Index score].  

 

For the treatment of Ulcerative Colitis: 

 

• Documented moderate to severe active disease; AND Documented failure, 

contraindication, or ineffective response at maximum tolerated doses to a 

minimum (3) month trial of corticosteroids or immunomodulators (e.g., 

azathioprine, 6-mercaptopurine, or methotrexate); OR Documented failure, 

contraindication, or ineffective response at maximum tolerated doses to a 
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minimum (3) month trial on previous therapy with a TNF modifier such as 

adalimumab, golimumab, or infliximab  

• Requests for members with moderately severe UC, who are naïve to biologic 

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

guidelines. 

 

Continuation of therapy will require documentation of: 

 

• Disease response as indicated by improvement in signs and symptoms compared 

to baseline such as stool frequency, rectal bleeding, and/or endoscopic activity, 

tapering or discontinuation of corticosteroid therapy, and/or an improvement on 

a disease activity scoring tool [e.g., an improvement on the Ulcerative Colitis 

Endoscopic Index of Severity (UCEIS) score or the Mayo Score].  

 

Management of Immune Checkpoint Inhibitor-Related 

Diarrhea/Colitis/Pneumonitis: 

 

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

nivolumab, pembrolizumab, atezolizumab, avelumab, durvalumab, cemiplimab, 

etc.); AND  

 

• Member has moderate (grade 2) to severe (grade 3-4) diarrhea, colitis, or 

pneumonitis related to their immunotherapy; AND  

 

• Documented failure, contraindication, or ineffective response to systemic 

corticosteroids or infliximab. 

 

Continuation of therapy will require documentation of: May not be renewed for Immune 

Checkpoint Inhibitor-Related Diarrhea/Colitis/Pneumonitis  

 

 

 

Exclusions  

• 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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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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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). 



 
MVP Health Care Medical Policy 

Erythropoiesis Stimulating Agents                           Page 9 of 9 

© 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 
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MVP Health Care Medical Policy 

Etrasimod 

 

Type of Policy: Drug/Medical therapy (administered by the pharmacy department) 

 

Prior Approval Date: 10/01/2024 

 

Approval Date: 10/01/2025 

 

Effective Date: 12/01/2025 

 

Related Policies: Ozanimod 

 

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

policies. 

 

Drugs Requiring Prior Authorization under the pharmacy benefit 

Velsipity (etrasimod) 

 

Overview 

Etrasimod is an oral sphingosine 1-phosphate receptor modulator. It is indicated for 

moderately to severely active ulcerative colitis (UC) in adult patients.  Etrasimod binds 

with high affinity to S1P receptors 1, 4, and 5 (S1P1,4,5). Etrasimod has minimal activity 

on S1P3 and no activity on S1P2. Etrasimod partially and reversibly blocks the capacity 

of lymphocytes to egress from lymphoid organs, reducing the number of lymphocytes 

in peripheral blood. The mechanism by which etrasimod exerts therapeutic effects in UC 

is unknown but may involve the reduction of lymphocyte migration into the intestines. 

Indications/Criteria 
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A. Ulcerative Colitis 

Etrasimod may be considered for coverage for ulcerative colitis when all the 

following criteria is met:  

 

• A diagnosis of moderate to severe Ulcerative Colitis  

• Ordered by a participating gastroenterologist or colorectal surgeon  

• Documentation identifying inadequate response, intolerance, or 

contraindication to conventional therapy for maintenance of remission 

(i.e., anti-inflammatory aminosalicylates [e.g., mesalamine (5-ASA), 

sulfasalazine], 6-mercaptopurine, and azathioprine)  

o If conventional therapy is not considered medically appropriate, 

documentation must be provided  

• Provider attestation of the following: 

o The member has not experienced the following in the last 6 

months: myocardial infarction, unstable angina pectoris, stroke, 

transient ischemic attack, decompensated heart failure requiring 

hospitalization, or Class III or IV heart failure 

o The member does not have a history or presence of Mobitz type II 

second-degree or third-degree atrioventricular (AV) block, sick 

sinus syndrome, or sino-atrial block, unless the patient has a 

functioning pacemaker 

 

Initial approval will be for 6 months 

 

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

continued benefit to therapy. Extension requests where the etrasimod did not have the 

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

continuing.  

 

 

Exclusions 

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

• 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 policies. 

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

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

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

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

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

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

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

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

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

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

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

Healthy NY  Prior Auth 

MVP Premier Prior Auth 

MVP Premier Plus Prior Auth 

MVP Premier Plus HDHP Prior Auth 

MVP Secure  Prior Auth 

MVP EPO  Prior Auth 

MVP EPO HDHP Prior Auth 
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MVP PPO Prior Auth 

MVP PPO HDHP Prior Auth 

Student Health Plans Prior Auth 

ASO See SPD 

Vermont Products  

POS in Plan Prior Auth 

POS OOP Prior Auth 

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

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

MVP VT HMO  Prior Auth 

MVP VT Plus HMO Prior Auth 

MVP VT HDHP HMO Prior Auth 

MVP VT Plus HDHP HMO Prior Auth 

MVP Secure  Prior Auth 

ASO  See SPD 

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

are the same as listed for HMO). 

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

MVP Group or Subscriber Contract contains specific limitations, exclusions and requirements that may affect a Policy. If there is any discrepancy 

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

*Medical Management Requirements 

Prior Auth     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 

Guselkumab 

 

Type of Policy:  Drug Therapy 

Prior Approval Date:   10/01/2024 

Approval Date:      06/01/2025 

Effective Date:    08/01/2025 

Related Policies: Adalimumab 

   Apremilast 

   Etanercept 

   Infliximab  

Risankizumab 

   Secukinumab 

   Tofacitinib 

   Upadacitinib 

Ustekinumab 

   Zeposia 

 

 

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

policies. 

 

Drugs Requiring Prior Authorization under the medical benefit 

J1628 Tremfya 100MG/ML Solution J1628 Injection, guselkumab 

Drugs Requiring Prior Authorization under the pharmacy benefit 

Tremfya (guselkumab) One Press Patient-Controlled Injector 

Tremfya (guselkumab) Prefilled Syringe 
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Overview 

Guselkumab is a subcutaneously administered interleukin 23 (IL-23) blocker approved 

for the treatment of adults with moderate-to-severe plaque psoriasis who are 

candidates for systemic therapy or phototherapy and for treating psoriatic arthritis (PsA).  

 

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

therapy.  

 

Medicaid Variation: Medications that are a pharmacy benefit are covered and billed to 

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

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

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

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

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

Indications/Criteria 

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

specific diagnosis criteria below.  

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

administered. If office administration is being requested documentation must 

be provided identifying why the member or caregiver is unable to administer 

the medication 

 

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

rheumatologist, immunologist, dermatologist, gastroenterologist, or 

colorectal surgeon 

• Must be prescribed for an FDA approved indication  

 

B. Plaque Psoriasis 

Guselkumab may be considered for coverage for Plaque Psoriasis when the 

following criteria is met: 

 

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

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

meets any of the following criteria:    

▪ Member has had an inadequate response or intolerance to either 

phototherapy (e.g. UVB, PUVA) OR 

▪ Member has had an inadequate response or intolerance to 

pharmacologic treatment with methotrexate, cyclosporine, or 

acitretin 

 

Initial approval duration will be 12 months 

Extension requests will be approved for up to 3 years if the member has a 

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

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

rationale for continuing. 

 

 

C. Psoriatic Arthritis (PsA) 

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

is met: 

• Member has a diagnosis of moderate to severe psoriatic arthritis as 

indicated by three or more tender joints AND three or more swollen joints 

on two separate occasions at least one month apart AND 

• Chart notes are provided documenting a failure of at least one NSAID at 

maximum tolerated dose unless the member has contraindications to 

NSAID therapy such as cardiovascular disease, peptic ulcer disease or renal 

disease AND 

• Chart notes documenting a 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 and 

both leflunomide and sulfasalazine are not clinically appropriate, 

chart notes must be provided indicating that the member has been 

counseled on the need to abstain from alcohol use while taking 

methotrexate and is unwilling to abstain from alcohol use. 
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Initial approval duration will be 12 months 

Extension requests will be approved for up to 3 years if the member has a 

continued benefit to therapy.  Extension requests where the guselkumab 

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

require clinical rationale for continuing. 

D. Ulcerative Colitis 

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

• A diagnosis of moderate to severe Ulcerative Colitis  

• Chart notes are provided identifying inadequate response, intolerance, or 

contraindication to conventional therapy for maintenance of remission (i.e., 

anti-inflammatory aminosalicylates [e.g., mesalamine (5-ASA), sulfasalazine], 

6-mercaptopurine, and azathioprine)  

o If conventional therapy is not considered medically appropriate, 

documentation must be provided. 

 

Initial approval will be for 6 months.  
 

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

continued benefit to therapy. Extension requests where guselkumab does not 

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

rationale for continuing.  
 

E. Crohn’s Disease 

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

• A diagnosis of moderate to severe Crohn’s disease 

• Documentation including the assessment of growth, nutrition, 

extraintestinal complications, therapy-induced complications and 

functional ability and any clinical signs and symptoms outlined in Crohn’s 

Disease Activity Index (CDAI) such as frequent liquid stools >4/day, 

severity grade and frequency of abdominal pain, presence of an 

abdominal mass, general well-being, extra-intestinal symptoms (arthralgia, 

uveitis, erythema, stomatitis, abscess, fever >37.5 in the last week), taking 

opiates or diphenoxylate/atropine for diarrhea, anemia, and weight loss 

>10%  

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

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

benefit to therapy. Extension requests where guselkumab did not have the full desired 

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

 

 

Exclusions 

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

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

approved package labeling 

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

New York Products  

HMO Prior Auth 

PPO in Plan Prior Auth 

PPO OOP Prior Auth 

POS in Plan Prior Auth 

POS OOP Prior Auth 

Essential Plan Prior Auth 

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

benefit Prior Authorization 

MVP Child Health Plus Prior Auth 

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

benefit Prior Authorization 

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

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

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

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

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

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

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

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

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

D policies. 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 

http://www.micromedexsolutions.com/
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. 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 

 Hemophilia Factor 

 

Type of Policy: Medical Therapy 

Prior Approval Date:  10/01/2023 

Approval Date:   04/01/2025 

Effective Date:  06/01/2025 

Related Policies: Hemophilia Gene 

Therapy 

  

 

Codes Requiring Retrospective Review  

Must be obtained from Accredo Specialty Pharmacy, covered under the medical 

benefit. Please see Medicaid and Medicare Variations.  

 

J7210  
Injection, Factor VIII (antihemophilic factor, recombinant), Afstyla, 

per IU 

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

J7202 
Injection, Factor IX albumin fusion protein (recombinant), Idelvion, 

per IU 

J7207 
Injection, Factor VIII (antihemophilic factor, recombinant), pegylated, 

per IU 

J7209 
Injection, Factor VIII (antihemophilic factor, recombinant), Nuwiq, 

per IU 

J7182 
Injection, Factor VIII (antihemophilic factor, recombinant), 

Novoeight, per IU 

J7188 
Injection, factor VIII (antihemophilic factor, recombinant), Obizur, per 

IU 

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

J7181 Factor XIII (antihemophilic factor, recombinant), Tretten, per 10 IU 
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J7201 Factor IX (antihemophilic factor, recombinant), Alprolix, per 1IU 

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

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

J7183  
Injection, von Willebrand factor complex (human), Wilate, 1 IU 

VWF:RCO  

J7185  
Injection, factor VIII (antihemophilic factor, recombinant) (Xyntha), 

per IU  

J7186  
Injection, antihemophilic factor VIII/Von Willebrand factor complex 

(human), per factor VIII I.U.  

J7187  
Injection, Von Willebrand factor complex (Humate-P), per IU, 

VWF:RCO  

J7189  Factor VIIa (antihemophilic Factor, recombinant), per 1mcg  

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

J7192  
Factor VIII (antihemophilic factor, recombinant) per IU, not otherwise 

specified (Kogenate) 

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

J7194  Factor IX, complex, per IU  

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

J7198  Anti-inhibitor, per IU  

J7199/J7203 
Hemophilia clotting factor, not otherwise classified (Adynovate, 

Rebinyn) 

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

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

J7211 Factor VIII, (antihemophilic factor, recombinant), (Kovaltry), 1 IU 

J7208  
Factor VIII (antihemophilic factor, recombinant) pegylated-aucl (Jivi), 

1 IU 

J7170 Emicizumab injection (Hemlibra) 

J7204 
Factor VIII (antihemophilic factor, recombinant), Esperoct 

(glycopegylated-exei, per IU 

J7214 
Factor viii/von willebrand factor complex, recombinant (Altuviiio), 

per factor viii i.u. 

 

Overview 

 

FDA approved indications for Factor VII 

• Von Willebrand disease 

• Classic Hemophilia 

FDA Approved indications for Factor IX 

• Factor IX deficiency (hemophilia B, Christmas disease) 

• Bleeding in Patients with Antihemophilic Factor Inhibitors 
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Indications/Criteria 

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

approved indications. 

 

Factor products must be obtained through Accredo Specialty Pharmacy.   

• Utilization is subject to retrospective review in accordance with FDA approved 

indication(s). 

• Prior authorization and medical justification is required for factor products 

obtained or administered in other outpatient settings.  

• Please see Medicaid and Medicare Variations.  

 

MVP Medicaid Variation 

• Prior authorization is NOT required 

• Provider must complete prior notification form 

• Must be obtained through a contracted vendor 

• Medications that are a pharmacy benefit are covered and billed to New York 

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

through a retail or specialty pharmacy, including self administered injectable 

products. Pharmacy medications are subject to FFS’s clinical criteria including (but 

not limited to) coverage, quantity limit, step therapy, and prior authorization. 

Pharmacy benefit information can be found here: 

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

 

Medicare Variation 

Refer to the MVP Medicare website for the Medicare Part D Formulary and Part D policies 

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

Refer to the MVP Medicare website for Medicare Part B policies for drugs that may be 

covered under the Part B benefit.  

 

Exclusions 

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

 

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

2. New York State Department of Health. Clotting Factor Guidelines. Transition of 

Clotting Factor Products and Services from Medicaid Fee-For-Service to Medicaid 

Managed Care. Clotting Factor Guidelines (ny.gov) 

 

 

 

Member Product Medical Management Requirements* 

New York Products  

HMO Potential for Retrospective Review 

PPO in Plan Potential for Retrospective Review 

PPO OOP Potential for Retrospective Review 

POS in Plan Potential for Retrospective Review 

POS OOP Potential for Retrospective Review 

Essential Plan Potential for Retrospective Review 

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

for Retrospective Review 

MVP Child Health Plus Potential for Retrospective Review 

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

for Retrospective Review 

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

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

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

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

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

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

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

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

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

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

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

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

Healthy NY  Potential for Retrospective Review 

MVP Premier Potential for Retrospective Review 

MVP Premier Plus Potential for Retrospective Review 

MVP Premier Plus HDHP Potential for Retrospective Review 

MVP Secure  Potential for Retrospective Review 

MVP EPO  Potential for Retrospective Review 

MVP EPO HDHP Potential for Retrospective Review 

MVP PPO Potential for Retrospective Review 

MVP PPO HDHP Potential for Retrospective Review 

Student Health Plans Potential for Retrospective Review 

ASO See SPD 

Vermont Products  

POS in Plan Potential for Retrospective Review 

POS OOP Potential for Retrospective Review 

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

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

MVP VT HMO  Potential for Retrospective Review 

MVP VT Plus HMO Potential for Retrospective Review 

MVP VT HDHP HMO Potential for Retrospective Review 

MVP VT Plus HDHP HMO Potential for Retrospective Review 

MVP Secure  Potential for Retrospective Review 

ASO  See SPD 

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

requirements are the same as listed for HMO). 

https://www.health.ny.gov/health_care/medicaid/redesign/2017/2017-05_clotting_factor_guidelines.htm
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© 2025 MVP Health Plan, Inc. All rights reserved. Descriptions contained within MVP's Medical Policies are not a guarantee of 

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

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

in all cases govern. 

*Medical Management Requirements 

Prior Auth     Prior Authorization Required 

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

Retro Review    Retrospective Review Required 

Not Covered    Service is not a covered benefit. 

See SPD     See Specific Plan Design 
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MVP Health Care Medical Policy 

 Medicare Part B: Hemophilia Factor 

 

Type of Policy: Medical Therapy 

Prior Approval Date: 11/01/2023 

Approval Date:  04/01/2025 

Effective Date:  06/01/2025 

Related Policies: N/A 

  

Refer to the MVP Medicare website for the Medicare Part D Formulary and Part D policies 

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

 

Codes Requiring Retrospective Review 

 

J7210  
Injection, Factor VIII (antihemophilic factor, recombinant), Afstyla, 

per IU 

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

J7202 
Injection, Factor IX albumin fusion protein (recombinant), Idelvion, 

per IU 

J7207 
Injection, Factor VIII (antihemophilic factor, recombinant), pegylated, 

per IU 

J7209 
Injection, Factor VIII (antihemophilic factor, recombinant), Nuwiq, 

per IU 

J7182 
Injection, Factor VIII (antihemophilic factor, recombinant), 

Novoeight, per IU 

J7188 
Injection, factor VIII (antihemophilic factor, recombinant), Obizur, per 

IU 

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

J7181 Factor XIII (antihemophilic factor, recombinant), Tretten, per 10 IU 

J7201 Factor IX (antihemophilic factor, recombinant), Alprolix, per 1IU 

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

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

J7183  
Injection, von Willebrand factor complex (human), Wilate, 1 IU 

VWF:RCO  

J7185  
Injection, factor VIII (antihemophilic factor, recombinant) (Xyntha), 

per IU  



 

MVP Health Care Medical Policy 

Hemophilia Factor                       Page 2 of 3 

J7186  
Injection, antihemophilic factor VIII/Von Willebrand factor complex 

(human), per factor VIII I.U.  

J7187  
Injection, Von Willebrand factor complex (Humate-P), per IU, 

VWF:RCO  

J7189  Factor VIIa (antihemophilic Factor, recombinant), per 1mcg  

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

J7192  
Factor VIII (antihemophilic factor, recombinant) per IU, not otherwise 

specified  

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

J7194  Factor IX, complex, per IU  

J7195  Factor IX (antihemophilic factor, recombinant) per IU  

J7198  Anti-inhibitor, per IU  

J7199/J7203 
Hemophilia clotting factor, not otherwise classified (Adynovate, 

Rebinyn) 

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

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

J7211 Factor VIII, (antihemophilic factor, recombinant), (Kovaltry), 1 IU 

J7208  
Factor VIII (antihemophilic factor, recombinant) pegylated-aucl (Jivi), 

1 IU 

J7170 Emicizumab injection (Hemlibra) 

J7204 
Factor VIII (antihemophilic factor, recombinant), Esperoct 

(glycopegylated-exei, per IU 

J7214 
Factor viii/von willebrand factor complex, recombinant (Altuviiio), 

per factor viii i.u. 

 

Overview 

 

FDA approved indications for Factor VII 

• Von Willebrand disease 

• Classic Hemophilia 

FDA Approved indications for Factor IX 

• Factor IX deficiency (hemophilia B, Christmas disease) 

• Bleeding in Patients with Antihemophilic Factor Inhibitors 

 

Indications/Criteria 

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

approved indications. 
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Utilization is subject to retrospective review in accordance with FDA approved 

indication(s). 

 

 

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

details. 

 

Exclusions 

• N/A 

 

References 

1. Medicare Benefit Policy Manual. Chapter 15. Covered Medical and Other Health 

Services. Section 50.5.5 Hemophilia Clotting Factors. Revised 08/03/2023. 
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MVP Health Care Medical Policy 

 Immunoglobulin Therapy 

 

 

Type of Policy:  Medical Therapy 

Prior Approval Date:    04/01/2024 

Approval Date:     08/01/2025 

Effective Date:     10/01/2025 

Related Policies: Experimental or Investigational Procedures, Behavioral Health 

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

 

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

under the Part D benefit. 

 

 

Drugs Requiring Prior Authorization under the medical benefit 

 

Billing Code(s) Medication 

J1459 Injection, immune globulin (Privigen), intravenous, non-

lyophilized (e.g. liquid), 500 mg 

J1552 Injection, immune globulin (Alyglo), 500 mg 

J1554 Injection, immune globulin (Asceniv), 500 mg 

J1556 Injection, immune globulin (Bivigam), 500mg 

J1555 Injection, immune globulin (Cuvitru) 

J1557 Injection, immune globulin, (Gammaplex), intravenous, non-

lyophilized (e.g. liquid), 500mg 

J1561 Injection, immune globulin (Gamunex-C, Gammaked), 

intravenous, non-lyophilized (e.g. liquid), 500 mg 
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J1566 Injection, immune globulin, intravenous, lyophilized (e.g. 

powder), not otherwise specified,  500 mg (Only Carimune 

NF and Gammagard S/D should be billed using this code) 

J1568 Injection, immune globulin, (Octagam), intravenous, non-

lyophilized (e.g. liquid), 500 mg 

J1569 Injection, immune globulin, (Gammagard), intravenous, 

non-lyophilized, (e.g. liquid), 500 mg 

J1572 Injection, immune globulin, (Flebogamma/Flebogamma 

DIF), intravenous, non-lyophilized (e.g. liquid), 500 mg  

 

J1559 Injection, immune globulin, (Hizentra), subcutaneous, 100 

mg 

J1575   Injection, immune globulin, (HyQvia), subcutaneous 100 mg 

J1576 Injection, immune globulin,intravenuous, non-lyophilized 

(e.g. liquid), not otherwise specified, 500mg (Panzyga) 

J1551 Immune globulin (SCIg) (Cutaquig), subcutaneous, 100mg 

J1558 immune globulin (Xembify), subcutaneous, 100mg 

 

Common Procedure Codes 

CPT Codes:  96365, 96366, 96367, 96368, 96374, 96375, 90284 

 

Overview 
 

Intravenous Immunoglobin Therapy (IVIG)  

The administration of Intravenous Immunoglobulin Therapy (IVIG) is used to provide 

antibodies in people who are susceptible to diseases for which there are no 

immunizations or who are immune deficient.  

 

Immune Globulin Subcutaneous (Human)  

The administration of Immune Globulin Subcutaneous (Human) is for the treatment of 

primary immune deficiency. Immune Globulin Subcutaneous (Human) supplies a broad 

spectrum of opsonizing and neutralizing IgG antibodies against a wide variety of 

bacterial agents. 
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This policy does not address other immunoglobulin preparations that at are used for pre 

or post exposure prophylaxis for specific infectious diseases, such as tetanus, rabies, 

hepatitis B, or cytomegalovirus. 

 

 

Indications/Criteria 

A. Intravenous Immunoglobulin 

 

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

specific diagnosis criteria below for intravenous immunoglobulin.  

 

• Intravenous Immunoglobulin is to be administered in the home setting, 

with the exception of the first dose, which may be given in a supervised 

outpatient setting.  

 

• Documentation must be provided indicating medical necessity for 

administering intravenous immunoglobulin in places of service other than 

the home.  

 

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

 

• Please see Medicaid, Child Health Plus and Vermont Variation regarding 

place of service and where to obtain.  

 

 

1. Primary humoral immunodeficiency 

Intravenous Immunoglobulin may be considered for coverage for a primary 

humoral immunodeficiency when the following criteria is met:  

 

• Member has a documented diagnosis of one of the following 

disorders:  

o Congenital agammaglobulinemia  

o Common variable immunodeficiency (CVID) 

o Wiskott-Aldrich Syndrome  

o X-linked agammaglobulinemia 

o Severe combined immunodeficiency (SCID)  

o X-linked hyper-IgM syndrome  
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• Documentation of current gamma globulin levels prior to the initial treatment 

and identifies deficiency in levels (i.e <500mg/dL).    

• Requests to maintain level above a trough range of 500-800mg/dL or more 

infusions more frequently than every 4 weeks must be submitted with 

appropriate supporting documentation. 

• Documentation that the member demonstrates one of the following:  

o Recurrent severe infection and documented severe deficiency or 

absence of IgG subclass OR 

o Functional deficiency of humoral immunity as evidenced by 

documented failure to produce antibodies to specific antigens and a 

history of recurrent infections 

 

2. Immune thrombocytopenia purpura (ITP) criteria 

Intravenous Immunoglobulin may be considered for coverage for ITP (acute 

or chronic) when the following criteria is met:  

• Acute ITP (treatment < 5 consecutive days) for the treatment of: 

o Management of acute bleeding due to severe 

thrombocytopenia (platelet counts less than 30,000/µl; or 

o To increase platelet counts prior to splenectomy; or 

o Severe thrombocytopenia (platelets less than 20,000/microliters) 

in members considered at risk for intracerebral hemorrhage. 

 

• Chronic refractory ITP: 

o Prior treatment with corticosteroids and splenectomy; and 

o Duration of illness≥ 3 months; and 

o Age of 10 years or older; and 

o No concurrent illness/disease explaining thrombocytopenia and 

o Platelet count < 30,000/mcL or 

o Platelet count <50,000/mcL and significant bleeding symptoms 

or rapid increase in platelets is required  

 

 

3. Chronic lymphocytic leukemia with associated 

hypogammaglobulinemia criteria: 

Intravenous Immunoglobulin may be considered for coverage for Chronic 

lymphocytic leukemia with associated hypogammaglobulinemia when the 

following criteria is met 

• IVIG is being prescribed for prophylaxis of bacterial infection AND 

• IgG level is less than 500mg/dL or 
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• Documentation of specific antibody deficiency AND the presence or 

repeated bacterial infections within the past 12 months. 

 

4. Symptomatic human immunodeficiency virus (HIV) 

Intravenous Immunoglobulin may be considered for coverage for HIV 

when the following criteria is met:  

• Chart notes identifying a HIV diagnosis 

• Documentation of recurrent infections 

• Documentation of IgG level <500mg/dl 

 

5. Bone marrow transplant  

Intravenous Immunoglobulin may be considered for coverage for bone 

marrow transplant when the following criteria is met:  

 

• Member is seropositive for cytomegalovirus (CMV) before 

transplantation, or the patient and donor were seronegative and 

were undergoing allogeneic transplantation for hematologic 

neoplasms.   

• Documentation that member has a current IgG level <500mg/dL 

• May be covered up to 90 days only.  

 

6. Solid organ transplantation  

Intravenous Immunoglobulin may be considered for coverage for solid 

organ transplant when the following criteria is met:  

 

• Chart notes identifying of a solid organ transplantation 

 

7. Kawasaki Disease (mucocutaneous lymph node syndrome) 

Intravenous Immunoglobulin may be considered for coverage for 

Kawasaki Disease the following criteria is met:  

 

• Chart notes identifying a diagnosis of Kawasaki Disease 

 

8. Immune thrombocytopenic purpura in pregnancy.  

For Immune thrombocytopenic purpura in pregnancy, Intravenous 

immunoglobulin is covered for any of the following:  

o Pregnant members who have previously delivered infants 

with autoimmune thrombocytopenia  

o Pregnant members who have platelet counts less than 

50,000/mm3 during the current pregnancy  
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o Pregnant members with past history of splenectomy.  

 

 

9. Autoimmune mucocutaneous blistering diseases  

Intravenous Immunoglobulin may be considered for coverage for 

autoimmune mucocutaneous blistering diseases when the following 

criteria is met: 

• Chart notes identifying that diagnosis has been confirmed by 

biopsy and pathology report 

• Documentation that the condition is rapidly progressing, extensive 

and/or debilitating 

• Documentation of a failure of standard therapy (i.e. corticosteroids, 

immunosuppressant agents)  

• Approval will cover short-term use.  Maintenance therapy is not a 

covered benefit.   

 

 

10. Scleromyxedema  

Intravenous Immunoglobulin may be considered for coverage for 

Scleromyxedema when the following criteria is met: 

• Documentation of a diagnosis of scleromyxedema 

 

11. Humoral or vascular allograft rejection  

Intravenous Immunoglobulin may be considered for coverage for Humoral 

or vascular allograft rejection when the following criteria is met: 

• Documentation of Humoral or vascular allograft rejection  

 

 

12. Hemolytic anemia   

Intravenous Immunoglobulin may be considered for coverage for 

Hemolytic anemia when the following criteria is met: 

 

• Member is 18 years of age or younger  

• Chart notes identifying a diagnosis of hemolytic anemia 

•  Members with hepatomegaly or hepatosplenomegaly will be 

considered for coverage on a case-by-case basis  

  

13. Polymyositis and dermatomyositis 

Intravenous Immunoglobulin may be considered for coverage for 

Polymyositis and dermatomyositis when the following criteria is met: 
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• Chart notes identifying that diagnosis is confirmed by objective 

test results such as electromyogram (EMG), muscle biopsy, and 

blood analysis 

• Documentation of a failure, contraindication, adverse effects or 

ineffective response to steroids or immunosuppressants 

• Documentation that IVIG will be used to decrease the doses of 

other drugs that are needed for treatment.  

 

14. Sensitized renal cell transplant 

Intravenous Immunoglobulin may be considered for coverage for 

Sensitized renal cell transplant when the following criteria is met: 

• Chart notes identifying renal cell transplant 

 

15. Stiff-person syndrome  

Intravenous Immunoglobulin may be considered for coverage for Stiff-

person syndrome when the following criteria is met: 

• Chart notes identifying diagnosis of stiff-person syndrome  

• Documentation of inadequate response to first-line treatment 

(benzodiazepines/baclofen)  

 

16. Chronic Inflammatory Demyelinating Polyneuropathy (CIDP) 

Intravenous Immunoglobulin may be considered for coverage for CIDP 

when the following criteria is met: 

 

• Chart notes identifying a diagnosis of CIDP confirmed by 

electrodiagnostic studies 

• Documentation of progressive or relapsing/remitting disease 

• Documentation of moderate to severe functional disability  

 

17. Other supported diagnoses (such as acute and chronic inflammatory 

demyelinating polyradiculoneuropathy (CIDP), Guillain-Barre syndrome, 

myasthenia gravis, multifocal motor neuropathy (MMN))  

• The request must meet the Experimental/Investigational policy and 

if appropriate:  

o Documentation of difficulty with venous access for 

plasmapheresis; or 

o Documentation is provided that other therapy has failed or 

is contraindicated such as steroids; or 

o Documentation of rapidly progressive disease  
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Initial approval will be up to one treatment every 28-30 days up to 3 months unless 

otherwise noted for the diagnosis 

 

Extension requests will be approved up to 6 months if the member has documentation 

of ALL the following:  

• Current documentation that the member has continued benefit to 

therapy 

• Current documentation demonstrating objective improvement 

• Current documentation of appropriate laboratory reports 

 

 

B. Subcutaneous Immune Globulin (SCIG): Gammaked, Gammagard, Gamunex-

C, Hizentra, HyQvia, Cutaquig, and Xembify 

 

Subcutaneous  Immunoglobulin may be considered for coverage when the 

following criteria is met:  

 

• Member meets the diagnosis criteria above AND subcutaneous IG is indicated 

for their diagnosis  

• Current documentation indicating that intravenous IVIG is inappropriate  

• Documentation that the member has a serum IgA level > 0.05g/L 

• Documentation of no known antibodies to IgA 

a. Subcutaneous Immunoglobulin is contraindicated for IgA deficient 

patients with antibodies against IgA 

• Attestation that the member does not have a history of severe systemic 

response to immune globulin preparations and  

• Subcutaneous immunoglobulin is to be administered in the home setting, 

with the exception of the first dose, which may be given in a supervised 

outpatient setting.  

a. Chart notes must be provided documentation medical necessity for 

administering intravenous immunoglobulin in places of service other 

than the home.  

b. IVIG and SCIG must be obtained from a preferred contracted IVIG 

vendor.  

 

• Please see Medicaid, Child Health Plus and Vermont Variation regarding place 

of service and where to obtain.  
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Initial approval will be up to one treatment every 28-30 days up to 3 months unless 

otherwise noted for the diagnosis 

 

Extension requests will be approved up to 6 months if the member has documentation 

of ALL the following:  

• Current documentation that the member has continued benefit to 

therapy 

• Current documentation demonstrating objective improvement 

• Current documentation of appropriate laboratory reports 

 

Medicaid Variation:   

• Members are not required to receive IVIG in the home setting. 

• Medications that are a pharmacy benefit are covered and billed to New York 

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

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

products. Pharmacy medications are subject to FFS’s clinical criteria including (but 

not limited to) coverage, quantity limit, step therapy, and prior authorization. 

Pharmacy benefit information can be found here: 

https://www.emedny.org/info/formfile.aspx 

 

Child Health Plus Variation: Members are not required to receive IVIG in the home 

setting.  

 

Vermont Variation: Members are not required to receive IVIG in the home setting 

 

 

Exclusions 

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

approved package labeling  

• Diagnosis not supported by FDA approved package labeling or “MVP Health Care 

Experimental or Investigational Procedures, Behavioral Health Services, Drugs and 

Treatments, Off-Label use of FDA approved Drugs, and Clinical Trials” policy 
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Member Product Medical Management Requirements* 

New York Products  

HMO Prior Auth  

PPO in Plan Prior Auth  

PPO OOP Prior Auth  

POS in Plan Prior Auth  

POS OOP Prior Auth  

Essential Plan Prior Auth  

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

Authorization 

MVP Child Health Plus Prior Auth  

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

Authorization 

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

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

https://www.xembify.com/documents/90180901/0/Xembify+Prescribing+Information+-+2019+-++3054808/9ff0e9a4-1249-4cd7-8b10-3ce50a8fad5d
https://www.xembify.com/documents/90180901/0/Xembify+Prescribing+Information+-+2019+-++3054808/9ff0e9a4-1249-4cd7-8b10-3ce50a8fad5d
https://www.fda.gov/media/119234/download
https://www.ncbi.nlm.nih.gov/pmc/articles/PMC7793517/
https://www.ncbi.nlm.nih.gov/pmc/articles/PMC7793517/
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MVP Medicare Secure HMO POS Refer to the MVP website for the Medicare Part B and Part D policies. 

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

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

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

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

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

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

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

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

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

Healthy NY  Prior Auth  

MVP Premier Prior Auth  

MVP Premier Plus Prior Auth  

MVP Premier Plus HDHP Prior Auth  

MVP Secure  Prior Auth  

MVP EPO  Prior Auth  

MVP EPO HDHP Prior Auth  

MVP PPO Prior Auth  

MVP PPO HDHP Prior Auth  

Student Health Plans Prior Auth  

ASO See SPD 

Vermont Products  

POS in Plan Prior Auth  

POS OOP Prior Auth  

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

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

MVP VT HMO  Prior Auth  

MVP VT Plus HMO Prior Auth  

MVP VT HDHP HMO Prior Auth  

MVP VT Plus HDHP HMO Prior Auth  

MVP Secure  Prior Auth  

ASO  See SPD 

♦ 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: Immunoglobulin Therapy 

 

 

Type of Policy:  Medical Therapy 

Prior Approval Date: 04/01/2024 

Approval Date:  08/01/2025 

Effective Date:  10/01/2025 

Related Policies: Experimental or Investigational Procedures, Behavioral Health 

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

 

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

under the Part D benefit.  

 

Refer to relevant CMS LCDs/NCDs/Policy Articles for most up to date Medicare 

Part B guidance if available 

 

 

Drugs Requiring Prior Authorization under the medical benefit 

 

Billing Code(s) Medication 

J1459 Injection, immune globulin (Privigen), intravenous, non-

lyophilized (e.g. liquid), 500 mg 

J1552 Injection, immune globulin (Alyglo), 500 mg 

J1554 Injection, immune globulin (Asceniv), 500 mg 

J1556 Injection, immune globulin (Bivigam), 500mg 

J1555 Injection, immune globulin (Cuvitru) 

J1557 Injection, immune globulin, (Gammaplex), intravenous, non-

lyophilized (e.g. liquid), 500mg 

J1561 Injection, immune globulin (Gamunex-C, Gammaked), 

intravenous, non-lyophilized (e.g. liquid), 500 mg 
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J1566 Injection, immune globulin, intravenous, lyophilized (e.g. 

powder), not otherwise specified,  500 mg (Only Carimune 

NF and Gammagard S/D should be billed using this code) 

J1568 Injection, immune globulin, (Octagam), intravenous, non-

lyophilized (e.g. liquid), 500 mg 

J1569 Injection, immune globulin, (Gammagard), intravenous, 

non-lyophilized, (e.g. liquid), 500 mg 

J1572 Injection, immune globulin, (Flebogamma/Flebogamma 

DIF), intravenous, non-lyophilized (e.g. liquid), 500 mg  

 

J1559 Injection, immune globulin, (Hizentra), subcutaneous, 100 

mg 

J1575   Injection, immune globulin, (HyQvia), subcutaneous 100 mg 

J1576 Injection, immune globulin,intravenuous, non-lyophilized 

(e.g. liquid), not otherwise specified, 500mg (Panzyga) 

J1551 Immune globulin (SCIg) (Cutaquig), subcutaneous, 100mg 

J1558 immune globulin (Xembify), subcutaneous, 100mg 

 

 (Common Procedure Codes) 

CPT Codes:  96365, 96366, 96367, 96368, 96374, 96375, 90284 

Overview/Summary of Evidence 

 

Intravenous Immunoglobin Therapy (IVIG)  

The administration of Intravenous Immunoglobulin Therapy (IVIG) is used to provide 

antibodies in people who are susceptible to diseases for which there are no 

immunizations or who are immune deficient.  

 

Immune Globulin Subcutaneous (Human)  

The administration of Immune Globulin Subcutaneous (Human) is for the treatment of 

primary immune deficiency. Immune Globulin Subcutaneous (Human) supplies a broad 

spectrum of opsonizing and neutralizing IgG antibodies against a wide variety of 

bacterial agents. 

 

This policy does not address other immunoglobulin preparations that at are used for pre 

or post exposure prophylaxis for specific infectious diseases, such as tetanus, rabies, 

hepatitis B, or cytomegalovirus. 
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Indications/Criteria 

Intravenous Immunoglobulin 

 

• This policy is a supplement to Medicare National Coverage Determinations 

(NCDs) and Local Coverage Determinations (LCDs). Refer to the applicable NCD 

or LCD at www.cms.gov for the most up to date coverage guidance. 

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

 

 

Medicare Coverage: 

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

• IVIG is covered under the Part B benefit in all treatment settings for Primary 

Immunodeficiency. Refer to LCD L33610 for Intravenous Immune Globulin and 

the accompanying Policy Article A52509 for coverage guidance. 

o Conditions not addressed in this policy will be reviewed on a case-by-case 

basis and must meet criteria for Experimental & Investigational therapies 

for coverage under Part B. 

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

setting follows Medicare guidance under LCD L33794 for External Infusion 

Pumps. Please refer to LCD L33794 and the accompanying Policy Article A52507 

for coverage guidance.  

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

D benefit. 

• Medicare members are not required to receive IVIG in the home setting.  

 

 

 

Initial Coverage 

Initial coverage period will be for up to 3 months 

 

Extension of Therapy 

Continuation of therapy requests must be submitted along with documentation of all 

pertinent laboratory reports and objective evidence of improvement.  Extensions of 

therapies will be for up to 6 months. 

 

 

 

 

http://www.cms.gov/
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Exclusions 

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

approved package labeling 
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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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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 

          Monoclonal Antibodies for 

Alzheimer's Disease  

 

Type of Policy:  Drug Therapy 

Prior Approval Date:  08/01/2025 

Approval Date:     12/01/2025 

Effective Date:    12/01/2025 

Related Policies: N/A 

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 

J0172 Aduhelm (aducanumab-avwa) 

J0174 Leqembi (lecanemab-irmb) 

J0175 Kisunla (donanemab-azbt) 

 

Drugs Requiring Prior Authorization under the pharmacy benefit) 

Leqembi IQLIK 

 

Overview 

Aduhelm, Kisunla and Leqembi are amyloid beta-directed antibody indicated for the 

treatment of Alzheimer’s disease. Aduhelm was  approved under Accelerated Approval 

based on reduction in amyloid beta plaques observed in patients. Continued approval 

for this indication may be contingent upon verification of clinical benefit in confirmatory 

trials.  

 

Aduhelm, Kisunla and Leqembi can cause amyloid related imaging abnormalities-edema 

(ARIA-E), which can be observed on MRI as brain edema or sulcal effusions, and amyloid 

related imaging abnormalities hemosiderin deposition (ARIA-H), which includes 

microhemorrhage and superficial siderosis. 
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Clinical Criteria 

Indications/Criteria 

Aduhelm, Kisunla, Leqembi IV and Leqembi IQLIK may be considered for coverage when 

ALL the following criteria is met:  

1. Documented clinical diagnosis of mild cognitive impairment (MCI) due to 

Alzheimer’s Disease (AD) or mild AD dementia consistent with Stage 3 and Stage 

4 Alzheimer’s disease  

2. Confirmed presence of amyloid beta pathology  

3. Documentation of one of the following scores:  

a. Clinical Dementia Rating (CDR)-Global Score of 0.5 to 1  

b. Mini-Mental Status Exam (MMSE) score between 19 to 30 

c. Montreal Cognitive Assessment (MoCA) score of at least 18 

4. Documentation of the following pre-treatment testing:  

a. Genetic testing to assess apolipoprotein E ε4 carrier status, AND  

b. Positron emission tomography (PET) scan or cerebrospinal fluid (CSF) 

analysis to confirm the presence of amyloid beta deposits. 

5. For Leqembi IV, after the member has completed 18 months of infusion, rationale 

and documentation are provided identifying why the member or caregiver are 

unable to self-administer Leqembi SQ.  

6. Leqembi IQLIK 

a. The member has completed at least 18 months of Leqembi IV infusion 

b. Provider attestation that the member or caregiver can administer Leqembi 

IQLIK and that self-administration is reassessed with extension requests.  

 

 

Initial authorization for 6 months 

 

Extension requests may be approved up to 6 months when accompanied by a provider 

attestation that  the member’s score remained stable or improved, utilizing the same 

baseline assessment tool as outlined for initiation of therapy. 

Medicaid Variation for Aduhelm 

Before initiating aducanumab-avwa (Aduhelm®), prescribers must attest that the 

member has been diagnosed with mild cognitive impairment due to Alzheimer’s disease 

or mild Alzheimer’s dementia by meeting one of the following scores:  

• Clinical Dementia Rating (CDR)-Global Score of 0.5 to 1  

• Mini-Mental Status Exam (MMSE) score between 24 and 30  

• Montreal Cognitive Assessment (MoCA) score of at least 18 
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Before initiating aducanumab-avwa (Aduhelm®), prescribers must provide medical 

records for the following pre-treatment testing:  

• genetic testing to assess apolipoprotein E ε4 carrier status, and  

• positron emission tomography (PET) scan or cerebrospinal fluid (CSF) analysis to 

confirm the presence of amyloid beta deposits. 

 

Before initiating aducanumab-avwa (Aduhelm®), prescribers must attest that the 

member does not have evidence of any medical or neurological condition other than 

Alzheimer’s disease that could be contributing to the patient’s cognitive impairment. 

 

Before initiating aducanumab-avwa (Aduhelm®), prescribers must attest that the 

member does not have a history of a clotting disorder and is not taking any form of 

antiplatelet or anticoagulant medications other than aspirin ≤325 mg/day. 

 

 

Initial authorization for 6 months 

 

Extension requests may be approved up to 6 months when accompanied by a provider 

attestation that the member’s score remained stable or improved, utilizing the same 

baseline assessment tool as outlined for initiation of therapy. 

 

Exclusions 

• Diagnosis, dosing, age, and/or frequency outside of the FDA approved package 

labeling 

• Combination therapy of Aduhelm, Kisunla and Leqembi 

References  

1. FDA News Release: https://www.fda.gov/news-events/press-announcements/fda-

grantsaccelerated-approval-alzheimers-drug. 

2. Biogen Press Release (FDA Approval): https://investors.biogen.com/news-

releases/news-releasedetails/fda-grants-accelerated-approval-aduhelmtm-first-

and-only. 

3. ICER Press Release: https://icer.org/news-insights/press-releases/icer-issues-

statement-on-thefdas-approval-of-aducanumab-for-alzheimers-disease/. 

4. Aduhelm Label: 

https://www.accessdata.fda.gov/drugsatfda_docs/label/2021/761178s000lbl.pdf.  
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5. Medicare Coverage Policy for Monoclonal Antibodies Directed Against Amyloid 

for the Treatment of Alzheimer’s Disease. April 7, 2022. Medicare Coverage Policy 

for Monoclonal Antibodies Directed Against Amyloid for the Treatment of 

Alzheimer’s Disease | CMS. Accessed April 21, 2022. 

6. Medicare National Coverage Analysis Decision Memo for Monoclonal Antibodies 

Directed Against Amyloid for the Treatment of Alzheimer’s Disease (CAG-

00460N). Effective Date: 04/07/2022. 

7. Updates to Medicaid Fee-For-Service Practitioner Administered Drug Policies and 

Billing Guidance: Aducanumab-avwa (Aduhelm). New York State Medicaid 

Update November 2022 Volume 38 Number 13 (ny.gov) 

8. Medicare National Coverage Determination for Monoclonal Antibodies Directed 

Against Amyloid for the Treatment of Alzheimer’s Disease (AD) (NCD 200.3). 

Effective Date: 04/07/2022; Implementation Date: 12/12/2022. Available at: 

https://www.cms.gov. 

9. Medicare Learning Network Article National Coverage Determination 200.3: 

Monoclonal Antibodies Directed Against Amyloid for the Treatment of 

Alzheimer’s Disease. MLN Matters: MM12950. Related Request (CR) Number: 

12950. Initial article release date: 12/08/2022.CMS announces new details of plan 

to cover Alzheimer’s drugs Fact Sheet. June 22, 2023. Available at: 

www.cms.gov/newsroom/fact-sheets/cms-announces-new-details-plan-cover-

alzheimers-drugs. 

10. Clinical Dementia Rating - an overview | ScienceDirect Topics 

11. Leqembi [package insert]. Nutley, NJ: Eisai Inc. and Biogen; Revised August 2025.  

12. Kisunla [package insert]. Indianapolis, IN: Eli Lilly; Revised July 2024.  

 

 

 

Member Product Medical Management Requirements* 

New York Products  

HMO Prior Auth 

PPO in Plan Prior Auth 

PPO OOP Prior Auth 

POS in Plan Prior Auth 

POS OOP Prior Auth 

Essential Plan Prior Auth 

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

Prior Authorization 

MVP Child Health Plus Prior Auth 

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

Prior Authorization 

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

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. 

https://www.cms.gov/newsroom/fact-sheets/medicare-coverage-policy-monoclonal-antibodies-directed-against-amyloid-treatment-alzheimers-disease
https://www.cms.gov/newsroom/fact-sheets/medicare-coverage-policy-monoclonal-antibodies-directed-against-amyloid-treatment-alzheimers-disease
https://www.cms.gov/newsroom/fact-sheets/medicare-coverage-policy-monoclonal-antibodies-directed-against-amyloid-treatment-alzheimers-disease
https://www.health.ny.gov/health_care/medicaid/program/update/2022/docs/mu_no13_nov22.pdf
https://www.health.ny.gov/health_care/medicaid/program/update/2022/docs/mu_no13_nov22.pdf
https://www.cms.gov/
http://www.cms.gov/newsroom/fact-sheets/cms-announces-new-details-plan-cover-alzheimers-drugs
http://www.cms.gov/newsroom/fact-sheets/cms-announces-new-details-plan-cover-alzheimers-drugs
https://www.sciencedirect.com/topics/medicine-and-dentistry/clinical-dementia-rating
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MVP DualAccess Complete D-SNP HMO  Refer to the MVP website for the Medicare Part B and Part D 

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

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

policies. 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 

♦ 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: Monoclonal Antibodies for Alzheimer's Disease 

Type of Policy:  Drug Therapy 

Prior Approval Date:    11/01/2024 

Approval Date:     08/01/2025 

Effective Date:     10/01/2025 

Related Policies: N/A 

 

Drugs Requiring Prior Authorization (covered under the medical benefit) 

J0172 Aduhelm (aducanumab-avwa) 

J0174 Leqembi (lecanemab-irmb) 

J0175 Kisunla (donanemab-azbt) 

 

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

policies.   

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

guidance if available. 

 

Overview 

Aduhelm, Kisunla and Leqembi are amyloid beta-directed antibody therapies indicated 

for the treatment of Alzheimer’s disease. This indication is approved under Accelerated 

Approval based on reduction in amyloid beta plaques observed in members. Continued 

approval for this indication may be contingent upon verification of clinical benefit in 

confirmatory trials.  

 

Aduhelm, Kisunlaand Leqembi can cause amyloid related imaging abnormalities-edema 

(ARIA-E), which can be observed on MRI as brain edema or sulcal effusions, and amyloid 

related imaging abnormalities hemosiderin deposition (ARIA-H), which includes 

microhemorrhage and superficial siderosis. 

 

This policy may not list all available therapies for the treatment of Alzheimer’s Disease 

(AD). If the Food and Drug Administration (FDA) grants traditional approval for a drug 
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used to slow the progression of Alzheimer’s disease, Medicare will cover the drug in 

accordance with the National Coverage Determination (NCD) for Monoclonal Antibodies 

Directed Against Amyloid for the Treatment of Alzheimer’s Disease (NCD 200.3). 

 

Clinical Criteria 

Effective April 7, 2022, CMS covers FDA-approved monoclonal antibodies directed 

against amyloid for the treatment of Alzheimer’s Disease (AD) under coverage with 

evidence development (CED) for members with a clinical diagnosis of mild cognitive 

impairment due to AD or mild AD dementia, both with confirmed presence of amyloid 

beta pathology consistent with AD, according to the coverage criteria outlined in the 

National Coverage Determination (NCD) for Monoclonal Antibodies Directed Against 

Amyloid for the Treatment of Alzheimer’s Disease (NCD 200.3). Please refer to this NCD 

for coverage guidance. 

 

Before initiating treatment for monoclonal antibodies directed against amyloid for the 

treatment of Alzheimer’s Disease (AD), the following criteria must be met (consistent 

with NCD 200.3): 

• Clinical diagnosis of mild cognitive impairment (MCI) due to AD or mild AD 

dementia, both with confirmed presence of amyloid beta pathology consistent 

with AD 

• The member must have a physician participating in a registry with an appropriate 

clinical team and follow-up care. Registries are listed at www.cms.gov. If the Food 

and Drug Administration (FDA) grants traditional approval for a drug used to 

slow the progression of Alzheimer’s disease, Medicare will cover the drug in 

appropriate settings that also support the collection of real-world information to 

study the usefulness of these drugs for people with Medicare. Clinicians must 

participate in the Monoclonal Antibodies Directed Against Amyloid for the 

Treatment of Alzheimer’s Disease Registry available nationwide at www.cms.gov.  

 

Approval Duration: (unless otherwise indicated in applicable NCD/LCD or CMS 

guidance if available)*  

 

Initial authorization for 6 months 

 

For continuation of therapy, providers must provide documentation necessary for 

approval based on current NCD/CMS guidance and will be for up to 6 months 

Exclusions 

http://www.cms.gov/
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• Indication, diagnosis, dosing, age, and/or frequency outside of the FDA approved 

package labeling 

• Monoclonal antibodies directed against amyloid for the treatment of AD 

provided outside of an FDA-approved randomized controlled trial, CMS-

approved studies, or studies supported by the NIH are nationally non-covered. 

 

References  

1. FDA News Release: https://www.fda.gov/news-events/press-announcements/fda-

grantsaccelerated-approval-alzheimers-drug. 

2. Biogen Press Release (FDA Approval): https://investors.biogen.com/news-

releases/news-releasedetails/fda-grants-accelerated-approval-aduhelmtm-first-

and-only. 

3. ICER Press Release: https://icer.org/news-insights/press-releases/icer-issues-

statement-on-thefdas-approval-of-aducanumab-for-alzheimers-disease/. 

4. Aduhelm Label: 

https://www.accessdata.fda.gov/drugsatfda_docs/label/2021/761178s000lbl.pdf.  

5. Medicare Coverage Policy for Monoclonal Antibodies Directed Against Amyloid 

for the Treatment of Alzheimer’s Disease. April 7, 2022. Medicare Coverage Policy 

for Monoclonal Antibodies Directed Against Amyloid for the Treatment of 

Alzheimer’s Disease | CMS. Accessed April 21, 2022. 

6. Medicare National Coverage Analysis Decision Memo for Monoclonal Antibodies 

Directed Against Amyloid for the Treatment of Alzheimer’s Disease (CAG-

00460N). Effective Date: 04/07/2022. 

7. Updates to Medicaid Fee-For-Service Practitioner Administered Drug Policies and 

Billing Guidance: Aducanumab-avwa (Aduhelm). New York State Medicaid 

Update November 2022 Volume 38 Number 13 (ny.gov) 

8. Medicare National Coverage Determination for Monoclonal Antibodies Directed 

Against Amyloid for the Treatment of Alzheimer’s Disease (AD) (NCD 200.3). 

Effective Date: 04/07/2022; Implementation Date: 12/12/2022. Available at: 

https://www.cms.gov. 

9. Medicare Learning Network Article National Coverage Determination 200.3: 

Monoclonal Antibodies Directed Against Amyloid for the Treatment of 

Alzheimer’s Disease. MLN Matters: MM12950. Related Request (CR) Number: 

12950. Initial article release date: 12/08/2022.CMS announces new details of plan 

to cover Alzheimer’s drugs Fact Sheet. June 22, 2023. Available at: 

www.cms.gov/newsroom/fact-sheets/cms-announces-new-details-plan-cover-

alzheimers-drugs. 

10. Clinical Dementia Rating - an overview | ScienceDirect Topics 

11. Leqembi [package insert]. Nutley, NJ: Eisai Inc. and Biogen; Revised January 2025.  

https://www.cms.gov/newsroom/fact-sheets/medicare-coverage-policy-monoclonal-antibodies-directed-against-amyloid-treatment-alzheimers-disease
https://www.cms.gov/newsroom/fact-sheets/medicare-coverage-policy-monoclonal-antibodies-directed-against-amyloid-treatment-alzheimers-disease
https://www.cms.gov/newsroom/fact-sheets/medicare-coverage-policy-monoclonal-antibodies-directed-against-amyloid-treatment-alzheimers-disease
https://www.health.ny.gov/health_care/medicaid/program/update/2022/docs/mu_no13_nov22.pdf
https://www.health.ny.gov/health_care/medicaid/program/update/2022/docs/mu_no13_nov22.pdf
https://www.cms.gov/
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12. Kisunla [package insert]. Indianapolis, IN: Eli Lilly; Revised July 2024.  
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MVP Health Care Medical Policy 

Oral Allergen Immunotherapy Medications 

Type of Policy:  Drug Therapy  

Prior Approval Date: 11/01/2024 

Approval Date:  08/01/2025 

Effective Date:  10/01/2025 

Related Policies: N/A 

 

Drugs Requiring Prior Authorization 

The following drugs listed are oral immunotherapy medications that may fall under 

prescription drug coverage.  

 

Brand Name Chemical/Generic name 

Grastek® Timothy Grass Pollen Allergen Extract 

Odactra® House Dust Mite Allergen Extract 

Oralair® Sweet Vernal, Orchard, Perennial Rye, Timothy, and Kentucky Blue 

Grass Mixed Pollens Allergen Extract 

Ragwitek® Short Ragweed Pollen Allergen Extract 

 

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

may covered under the Part D benefit. 

 

Overview 

Allergen immunotherapy is typically provided as a subcutaneous injection given at the 

physician’s office. Therapy consists of injecting a low dose of allergen extract that is 

escalated to a maintenance dose. Although the exact mechanism is not fully 

understood, it is believed this modulates and desensitizes the IgE response to the 

allergen, reducing IgE mediated symptoms. Treatment may continue to have a long-

term effect after discontinuation, although this decision to discontinue therapy is 

generally individualized.  



MVP Health Care Medical Policy 

Oral Allergen Immunotherapy Medications                           Page 2 of 6 

 

In the first half of 2014, the FDA approved its first allergen oral immunotherapy 

medications that can be taken at home. These medications are taken sublingually and 

are to be used for the treatment of grass pollen-induced allergic rhinitis with or without 

conjunctivitis. Therapy is typically started before the expected onset of each pollen 

season and is to be used throughout the season. Due to the safety concerns regarding 

the chance of causing an anaphylaxis reaction, these medications are to be given in the 

physician office for the first dose and are to be dispensed with an epinephrine auto-

injector. Oral allergen immunotherapy medication’s place in therapy relative to other 

methods has not yet been determined and the decision to initiate therapy is largely 

physician and member preference. 

  

Cross-reactivity considerations are very important in the treatment of allergen 

immunotherapy, especially since the number of individual extracts available for 

commercial use is diminishing due to economic considerations. Many of these allergen 

extracts have allergy inducing epitopes that are similar between allergens in the same 

family or sub-family. Grastek® is the only drug that explicitly states that it can be used 

with cross-reactive grass pollens in its indication; however, it is reasonable to use the 

other oral allergen immunotherapy medications with their respective strongly cross-

reactive representatives.  

Even though treatment may have a long-term effect after discontinuation, Grastek® is 

the only drug that has proven to achieve a sustained effectiveness. If taken daily for 3 

years sustained effectiveness for one grass pollen season can be achieved.  

Indications/Criteria 

Coverage of oral allergen immunotherapy medication for the treatment of grass pollen 

or house dust mite-induced allergic rhinitis with or without conjunctivitis will be 

considered when ALL of the following criteria are met: 

1. Prescribed by a board-certified allergist or immunologist 

2. Positive skin test or in vitro testing for pollen-specific IgE antibodies for the specific 

allergen extract included in the formation OR a strongly cross-reactive allergen (see 

chart below).  Allergen must be identified as the cause of the major clinical 

symptoms 

3. Member meets the age criteria approved for the oral allergen immunotherapy 

medication (see chart below) 

4. Treatment is started before pollen season as specified below in chart 

5. Member has failed at least three (3) of the following treatment options: 
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a. Intranasal corticosteroids 

b. Oral or intranasal antihistamine 

c. Oral leukotriene receptor antagonist OR 

d. Intranasal cromolyn 

 

Cross-reactive allergen and approved age criteria: 

Brand 

Name 

Chemical/Generic name Age Criteria Strongly Cross-Reactive 

Allergen 

Grastek® Timothy Grass Pollen 

Allergen Extract 

5 through 65 

years of age 

Members of the pooideae sub 

family (includes but not limited 

to orchard, fescue, ryegrass, June, 

and sweet vernal) 

Odactra® House dust mite allergen 

extract 

5 through 65 

years of age 

(Dermatophagoides farinae and 

Dermatophagoides pteronyssinus) 

Oralair® Sweet Vernal, Orchard, 

Perennial Rye, Timothy, and 

Kentucky Blue Grass Mixed 

Pollens Allergen Extract 

5 through 65 

years of age 

Members of the pooideae sub 

family (includes but not limited 

to orchard, fescue, ryegrass, June, 

and sweet vernal) 

Ragwitek® Short Ragweed Pollen 

Allergen Extract 

5 through 65 

years of age 

Short, giant, western, and false 

ragweed 

 

Initial start date criteria and initial approval duration: 

Brand Name Initiate Treatment Initial Approval 

Duration 

Grastek® At least 12 weeks before expected pollen season 

(usually late April in Northeast).  Therapy should 

be initiated in January/February in Northeast 

4 months 

Odactra® Not applicable 3 months 

Oralair® At least 4 months before expected pollen season 

(usually late April in Northeast)  Therapy should 

be initiated in January in Northeast 

5 months 

Ragwitek® At least 12 weeks before expected pollen season 

(usually mid-August in Northeast).  Therapy 

should be initiated by April in Northeast 

4 months 

*Expected pollen season should be based on geographical location 
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Continuation of treatment for all products require: 

• Chart notes documenting the benefits of treatment  

• Medication compliance based on prescription claims review 

 

Extensions for Oralair and Ragwitek will be through the end of pollen season, 

typically October in Northeast 

 

Extensions of daily therapy of Grastek after end of pollen season authorizations 

will be for 6 months 

• Members that were on active therapy daily for 3 consecutive years must wait at 

least 1 year until coverage may be reinitiated, unless members experience a 

documented severe increase in symptoms compared to the past 3 years 

 

Extensions of Odactra will be up to 12 months 

 

Treatment for all products beyond three years requires 

• Chart notes documenting clinical rationale for continued treatment  

 

A presumption of failure can be made when, after initial approval duration, a person 

does not experience a noticeable decrease of symptoms, an increase tolerance to grass 

pollen/house dust mite, and a reduction in medication usage 

 

Exclusions 

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

package labeling  

2. Non-FDA approved indications without documentation of supporting clinical studies 

and failure of preferred treatments 

3. Caused by a non-IgE mediated allergy 

4. No significant reduction in symptoms after 24 weeks of therapy 

5. Severe unstable or uncontrolled asthma 

6. History of eosinophilic esophagitis 

7. History of any severe system allergic reaction or any severe local reaction to 

sublingual allergen immunotherapy 

8. Receiving subcutaneous allergen immunotherapy  
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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. 
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MVP DualAccess D-SNP HMO  Refer to the MVP website for the Medicare Part B and Part D 

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

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

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

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

policies. Healthy NY  Prior Auth 

MVP Premier Prior Auth 

MVP Premier Plus Prior Auth 

MVP Premier Plus HDHP Prior Auth 

MVP Secure  Prior Auth 

MVP EPO  Prior Auth 

MVP EPO HDHP Prior Auth 

MVP PPO Prior Auth 

MVP PPO HDHP Prior Auth 

Student Health Plans Prior Auth 

ASO See SPD 

Vermont Products  

POS in Plan Prior Auth 

POS OOP Prior Auth 

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

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

policies. MVP VT HMO  Prior Auth 

MVP VT Plus HMO Prior Auth 

MVP VT HDHP HMO Prior Auth 

MVP VT Plus HDHP HMO Prior Auth 

MVP Secure  Prior Auth 

ASO  See SPD  

♦ 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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 Palivizumab 

 

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

Prior Approval Date:      11/01/2025 

Approval Date:          08/01/2025 

Effective Date:        10/01/2025 

Related Policies: Immunizations Childhood, Adolescent and Adults  

 

Codes Requiring Prior Authorization under the Medical Benefit 

 

90378 Synagis (palivizumab-rsv-igm, per 50mg) 

 

 

Overview 

Palivizumab is a monoclonal antibody indicated for the prevention of serious lower 

respiratory tract disease caused by RSV in certain pediatric patients. High risk pediatric 

patients include premature infants and children under age 2 with Chronic Lung Disease 

(CLD). Palivizumab has demonstrated safety and efficacy in reducing the incidence and 

days of RSV hospitalization. Palivizumab is administered intramuscularly for up to five 

monthly doses. The first dose is given in November, before the start of the RSV season if 

the child was born prior to November. (RSV season usually runs from November 

through March). Following the COVID-19 pandemic, there has been a change in RSV 

activity and circulation. The American Academy of Pediatrics has put out a statement 

supporting the use of palivizumab in eligible infants in any region, regardless of time of 

year in 2022, that is experiencing RSV rates that are similar to a typical fall-winter 

season. The data rates are available from the Centers for Disease Control (CDC) RSV 

https://www.cdc.gov/surveillance/nrevss/rsv/index.html


Surveillance Data - NREVSS | CDC. Exposure to tobacco smoke should be restricted 

whenever feasible. High-risk infants should never be exposed to tobacco smoke.  

 

 

Medicare Variation 

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 

https://www.cdc.gov/surveillance/nrevss/rsv/index.html


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.  

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.  

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. 

 

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  

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

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

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

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

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

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

https://www.mvphealthcare.com/prescriptions


Anticoagulants/Antiplatelets
ANTICOAGULANTS
warfarin
Jantoven
ELIQUIS
XARELTO

PLATELET AGGREGATION INHIBITORS
anagrelide
cilostazol
clopidogrel
dipyridamole

dipyridamole ext-rel/
aspirin
prasugrel
AGRYLIN
BRILINTA

EFFIENT
PLAVIX
PLETAL
YOSPRALA
ZONTIVITY

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

phenobarbital
topiramate
topiramate ext-rel
valproic acid
Epitol
CARBATROL
DEPAKOTE

DEPAKOTE ER
DEPAKENE SOLN
DIACOMIT
EPRONTIA
FINTEPLA
LAMICTAL
LAMICTAL XR

QUDEXY XR
SUBVENITE
TEGRETOL
TEGRETOL-XR
TOPAMAX
TROKENDI XR

Cardiovascular Conditions—Other
ANTIARRHYTHMIC AGENTS
amiodarone
flecainide

sotalol
Pacerone

BETAPACE

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

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

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

COMBINATION 
ANTIHYPERLIPIDEMICS
amlodipine/atorvastatin
ezetimibe/simvastatin
CADUET
VYTORIN

Preventive Care Drug List� Page 2

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

INHALED DIABETES 
AGENTS
AFREZZA

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

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

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

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

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

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

perindopril
quinapril
quinapril/
hydrochlorothiazide
ramipril
telmisartan
telmisartan/
hydrochlorothiazide
trandolapril

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



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

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

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

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

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

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

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

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

Preventive Care Drug List� Page 4

Hypertension continued.

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



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

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

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

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

OBSESSIVE 
COMPULSIVE DISORDER
clomipramine
fluvoxamine
fluvoxamine ext-rel

Osteoporosis
alendronate
calcitonin
calcitonin/salmon
ibandronate
raloxifene

risedronate
ACTONEL
ATELVIA
BINOSTO
EVISTA

FORTEO
FOSAMAX
FOSAMAX PLUS D
MIACALCIN NASAL SPRAY
PROLIA

TERIPARATIDE
TYMLOS

Preventive Care Services
AGENTS FOR CHEMICAL DEPENDENCY
acamprosate calcium
buprenorphine sublingual

buprenorphine/naloxone 
sublingual
disulfiram

naltrexone
SUBOXONE FILM
VIVITROL

ZUBSOLV

Preventive Care Drug List� Page 5
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Respiratory Disorders
RESPIRATORY AGENTS
albuterol inh solution
arformoterol inh soln
budesonide suspension
budesonide/formoterol
fluticasone furoate/
vilanterol ellipta
fluticasone propionate HFA
fluticasone/salmeterol
ipratropium inh solution
levalbuterol inh soln
montelukast
terbutaline
zafirlukast
zileuton ext-rel
Breyna
Wixela Inhub
ACCOLATE
ADVAIR
ADVAIR HFA
AIRDUO RESPICLICK

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

SUPPLIES
PEAK FLOW METERS

DENTAL CARIES 
PREVENTION
PEDIATRIC 
MULTIVITAMINS 
WITH FLUORIDE—ALL 
MARKETED PRODUCTS

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

MYFORTIC
NEORAL
PROGRAF
RAPAMUNE
SANDIMMUNE
ZORTRESS

PRENATAL VITAMINS
PRENATAL VITAMINS

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

Resmetirom 

 

Type of Policy: Drug therapy 

Prior Approval Date: 10/01/2024 

Approval Date:               10/01/2025 

Effective Date:          12/01/2025 

 

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

policies. 

 

Drugs Requiring Prior Authorization under the pharmacy benefit 

Rezdiffra (resmetirom) 

 

Overview 

Resmetirom is an oral thyroid hormone receptor-beta (THR-beta) agonist indicated in 

conjunction with diet and exercise for the treatment of adults with noncirrhotic 

metabolic-dysfunction associated steatohepatitis (MASH; also known as nonalcoholic 

steatohepatitis or NASH) with moderate to advanced liver fibrosis (consistent with 

stages F2 to F3 fibrosis).  

 

Rezdiffra for NASH was approved under accelerated approval based on improvement of 

NASH and fibrosis. Continued approval for this indication may be contingent upon 

verification and description of clinical benefit in confirmatory trials.  

 

Indications/Criteria 

A. Noncirrhotic metabolic dysfunction-associated steatohepatitis (MASH; 

formerly NASH) 

Rezdiffra may be considered for coverage when:  
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• Rezdiffra is prescribed by or in consultation with a gastroenterologist, 

hepatologist, or endocrinologist 

• Documentation is provided indicating that the member has a confirmed 

diagnosis of noncirrhotic metabolic dysfunction-associated steatotic liver 

disease (MASH/NASH)   

• Documentation within the past 6 months that the member has either 

stage F2 fibrosis OR stage F3 fibrosis 

• Provider attestation, supported by chart notes, that other causes of liver 

disease or hepatic steatosis have been ruled out (such as alcoholic 

steatohepatitis, acute fatty liver, autoimmune hepatitis, Hepatitis A, B, or C, 

hemochromatosis, drug-induced liver disease, etc.) 

• Provider attestation, supported by chart notes, that the member has 

received counseling regarding lifestyle modifications (i.e. dietary or caloric 

restriction, exercise) and that the member is adherent to a diet and 

exercise regimen  

• Provider attestation  that the member meets one of the following:  

o Biologically Female member: Alcohol consumption is < 20 

grams/day; OR  

▪ Note: One standard drink (or one alcoholic drink equivalent) 

contains roughly 14 grams of pure alcohol, which is found in 

12 ounces of beer with 5% alcohol, 5 ounces of wine with 

12% alcohol, or 1.5 ounces of liquor or distilled spirits 

o Biologically Male member: Alcohol consumption < 30 grams/day;  

▪ Note: One standard drink (or one alcoholic drink equivalent) 

contains roughly 14 grams of pure alcohol, which is found in 

12 ounces of beer with 5% alcohol, 5 ounces of wine with 

12% alcohol, or 1.5 ounces of liquor or distilled spirits 

 

Initial approval will be for 6 months 

 

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

continued benefit to therapy and the following:  

• Documentation of an improvement or stabilization of fibrosis AND 

• Member continues adherence to a diet and exercise regimen 

 

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

clinical failure will require clinical rationale for continuing. 

 

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

• Member with moderate to severe hepatic impairment (Child-Pugh Class B or C) 

• 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 

https://my.clevelandclinic.org/health/diseases/22988-nonalcoholic-steatohepatitis
https://my.clevelandclinic.org/health/diseases/22988-nonalcoholic-steatohepatitis
https://www.cdc.gov/alcohol/standard-drink-sizes/index.html#:~:text=One%20standard%20drink%20is%20equivalent,(80%2Dproof%20liquor).
https://www.cdc.gov/alcohol/standard-drink-sizes/index.html#:~:text=One%20standard%20drink%20is%20equivalent,(80%2Dproof%20liquor).
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MVP Complete Wellness  Refer to the MVP website for the Medicare Part B and Part D policies. 

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

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

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

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

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

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

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

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

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

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

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

Healthy NY  Prior Auth  

MVP Premier Prior Auth  

MVP Premier Plus Prior Auth  

MVP Premier Plus HDHP Prior Auth  

MVP Secure  Prior Auth  

MVP EPO  Prior Auth  

MVP EPO HDHP Prior Auth  

MVP PPO Prior Auth  

MVP PPO HDHP Prior Auth  

Student Health Plans Prior Auth  

ASO See SPD 

Vermont Products  

POS in Plan Prior Auth  

POS OOP Prior Auth  

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

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

MVP VT HMO  Prior Auth  

MVP VT Plus HMO Prior Auth  

MVP VT HDHP HMO Prior Auth  

MVP VT Plus HDHP HMO Prior Auth  

MVP Secure  Prior Auth  

ASO  See SPD 

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

are the same as listed for HMO). 

© 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. 
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See SPD     See Specific Plan Design 
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MVP Health Care Medical Policy 

Risankizumab 

 

Type of Policy:  Drug/Medical Therapy 

Prior Approval Date:  10/01/2024 

Approval Date:   10/01/2025 

Effective Date:   12/01/2025 

Related Policies: Adalimumab 

   Apremilast 

   Etanercept 

   Infliximab 

   Secukinumab 

   Tofacitinib 

   Upadacitinib 

Ustekinumab 

   Zeposia 

 

 

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

policies. 

 

Drugs Requiring Prior Authorization under the pharmacy benefit 

Skyrizi (risankizumab) Prefilled Pen 

Skyrizi (risankizumab) Prefilled Syringe 

Skyrizi (Risankizumab) Prefilled Cartridge Kit  

Drugs Requiring Prior Authorization under the medical benefit 

Skyrizi (risankizumab) 60mg/mL solution –J2327 
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Overview 

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

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

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

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

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

induction and remission maintenance. 

 

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

  

Medicaid Variation: Medications that are a pharmacy benefit are covered and 

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

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

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

clinical criteria including (but not limited to) coverage, quantity limit, step 

therapy, and prior authorization. Pharmacy benefit information can be found 

here: https://www.emedny.org/info/formfile.aspx.  

 

Initial approval duration will be for 6 months and continuation approval 

duration will be for 12 months for applicable medical benefit drugs.   

 

Indications/Criteria 

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

specific diagnosis criteria below.  

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

administered. If office administration is requested, documentation must be 

provided identifying why the member or caregiver is unable to administer the 

medication 

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

rheumatologist, immunologist, dermatologist, or colorectal surgeon 

• Must be prescribed for an FDA approved indication  

 

B. Crohn’s Disease 

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

following criteria are met: 

https://www.emedny.org/info/formfile.aspx
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• Diagnosis of moderate to severe active Crohn’s disease confirmed by 

endoscopy (or capsule endoscopy when appropriate) AND 

 

Documentation including the assessment of growth, nutrition, extraintestinal 

complications, therapy-induced complications and functional ability and any clinical 

signs and symptoms outlined in Crohn’s Disease Activity Index (CDAI) such as frequent 

liquid stools >4/day, severity grade and frequency of abdominal pain, presence of an 

abdominal mass, general well-being, extra-intestinal symptoms (arthralgia, uveitis, 

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

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

Initial approval duration will be 12 months 

Extension requests will be approved for up to 3 years if the member has a 

continued benefit to therapy.  Extension requests where the Risankizumab did 

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

rationale for continuing. 

Medicaid Variation: Initial approval duration will be for 6 months and 

continuation approval duration will be for 12 months for applicable medical 

benefit drugs.   

 

 

 

C. Plaque Psoriasis 

Risankizumab may be considered for coverage for Plaque Psoriasis when the 

following criteria are met: 

 

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

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

following: 

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

intertriginous areas) are affected OR 

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

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

meets any of the following criteria:    

▪ Member has had an inadequate response or intolerance to 

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

▪ Member has had an inadequate response or intolerance to 

pharmacologic treatment with methotrexate, cyclosporine, or 

acitretin 
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Initial approval duration will be 12 months 

Extension requests will be approved for up to 3 years if the member has a 

continued benefit to therapy.  Extension requests where the Risankizumab did 

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

rationale for continuing. 

Medicaid Variation: Initial approval duration will be for 6 months and 

continuation approval duration will be for 12 months for applicable medical 

benefit drugs.   

 

 

D. Psoriatic Arthritis (PsA): 

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

are met: 

• Member has a diagnosis of moderate to severe psoriatic arthritis as 

indicated by three or more tender joints AND three or more swollen joints 

on two separate occasions at least one month apart AND 

• Chart notes are provided documenting a failure of at least one NSAID at 

maximum tolerated dose unless the member has contraindications to 

NSAID therapy such as cardiovascular disease, peptic ulcer disease or renal 

disease AND 

• Chart notes are provided documenting a 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 and 

both leflunomide and sulfasalazine are not clinically appropriate, 

chart notes must be provided indicating that the member has been 

counseled on the need to abstain from alcohol use while taking 

methotrexate and is unwilling to abstain from alcohol use. 

 

 

Initial approval duration will be 12 months 
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Extension requests will be approved for up to 3 years if the member 

has a continued benefit to therapy.  Extension requests where the 

Risankizumab did not have the full desired effect or considered a 

clinical failure will require clinical rationale for continuing. 

Medicaid Variation: Initial approval duration will be for 6 months and 

continuation approval duration will be for 12 months for applicable 

medical benefit drugs.   

 

 

E. Ulcerative Colitis 

 

Risankizumab may be considered for coverage for ulcerative colitis when the 

following criteria is met: 

 

• A diagnosis of moderate to severe Ulcerative Colitis 

• Chart notes are provided identifying inadequate response, intolerance, or 

contraindication to conventional therapy for maintenance of remission 

(i.e., anti-inflammatory aminosalicylates [e.g., mesalamine (5-ASA), 

sulfasalazine], 6-mercaptopurine, and azathioprine) 

• If conventional therapy is not considered medically appropriate, 

documentation must be provided 

 

Initial approval duration will be 12 months 

Extension requests will be approved for up to 3 years  if the member has a 

continued benefit to therapy.  Extension requests where the Risankizumab did 

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

rationale for continuing. 

Medicaid Variation: Initial approval duration will be for 6 months and 

continuation approval duration will be for 12 months for applicable medical 

benefit drugs.   

 

 

 

 

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

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

approved package labeling 

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

New York Products  

HMO Prior Auth  

PPO in Plan Prior Auth  

PPO OOP Prior Auth  

POS in Plan Prior Auth  

POS OOP Prior Auth  

Essential Plan Prior Auth  

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

Authorization 

MVP Child Health Plus Prior Auth  

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

Authorization 

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

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

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

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

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

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

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

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

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

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  

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
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ASO See SPD 

Vermont Products  

POS in Plan Prior Auth  

POS OOP Prior Auth  

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

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

MVP VT HMO  Prior Auth  

MVP VT Plus HMO Prior Auth  

MVP VT HDHP HMO Prior Auth  

MVP VT Plus HDHP HMO Prior Auth  

MVP Secure  Prior Auth  

ASO  See SPD 

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

are the same as listed for HMO). 

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

MVP Group or Subscriber Contract contains specific limitations, exclusions and requirements that may affect a Policy. If there is any discrepancy 

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

*Medical Management Requirements 

Prior Auth     Prior Authorization Required 

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

Retro Review    Retrospective Review Required 

Not Covered    Service is not a covered benefit. 

See SPD     See Specific Plan Design 
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Medicare Part B: Risankizumab 

 

Type of Policy:  Drug/Medical Therapy 

Prior Approval Date:  10/01/2024 

Approval Date:   10/01/2025 

Effective Date:   12/01/2025 

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

Ustekinumab 

 

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

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

 

Drugs Requiring Prior Authorization under the medical benefit 

Skyrizi (risankizumab) 60mg/mL solution –J2327 

 

Overview/Summary of Evidence 

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

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

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

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

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

induction and remission maintenance. 

 

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

  

 

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

specific diagnosis criteria below.  

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

rheumatologist, immunologist, dermatologist, or gastroenterologist 

• Must be prescribed for an FDA approved indication  

 

B. Crohn’s Disease 

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

following criteria are met: 

• Documentation of moderate to severely active Crohn’ disease  

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

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

azathioprine or mercaptopurine). 

 

 

 

Initial approval duration will be 6 months 

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

continued benefit to therapy.  Extension requests where the Risankizumab did 

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

rationale for continuing. 

 

 

C. Plaque Psoriasis 

Risankizumab may be considered for coverage for Plaque Psoriasis when the 

following criteria are met: 

• Documentation of moderate to severe chronic plaque psoriasis OR 

involvement of the palms, soles of feet and scalp. 

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

following: methotrexate, oral retinoids, cyclosporine. 

 

 

 

Initial approval duration will be 6 months 

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

continued benefit to therapy.  Extension requests where the Risankizumab did 

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

rationale for continuing. 
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D. Psoriatic Arthritis (PsA): 

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

is met: 

• Documentation of active psoriatic arthritis with an inadequate response or 

intolerance to methotrexate or other disease-modifying antirheumatic 

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

 

 

Initial approval duration will be 6 months 

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

continued benefit to therapy.  Extension requests where the Risankizumab did 

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

rationale for continuing. 

 

E. Ulcerative Colitis 

 

Risankizumab may be considered for coverage for ulcerative colitis when the 

following criteria are met: 

 

• A diagnosis of moderate to severe Ulcerative Colitis 

• Chart notes are provided identifying inadequate response, intolerance, or 

contraindication to conventional therapy for maintenance of remission 

(i.e., anti-inflammatory aminosalicylates [e.g., mesalamine (5-ASA), 

sulfasalazine], 6-mercaptopurine, and azathioprine) 

• If conventional therapy is not considered medically appropriate, 

documentation must be provided 

 

Initial approval duration will be 6 months 

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

continued benefit to therapy.  Extension requests where the Risankizumab did 

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

rationale for continuing. 

 

 

Exclusions 

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

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

approved package labeling 
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Gastroenterology: March 2019 - Volume 114 - Issue 3 - p 384-413 doi: 

https://doi.org/10.1177/2475530318812244
https://www.jaad.org/article/S0190-9622(18)33001-9/fulltext#secsectitle0045
https://www.jaad.org/article/S0190-9622(18)33001-9/fulltext#secsectitle0045
https://www.jaad.org/article/S0190-9622(18)33001-9/fulltext#secsectitle0045
https://journals.lww.com/ajg/toc/2019/03000
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10.14309/ajg.0000000000000152. Accessed: ACG Clinical Guideline: Ulcerative 

Colitis in Adults : Official journal of the American College of Gastroenterology | 

ACG (lww.com) 

 

 

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
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MVP Health Care Medical Policy 

Secukinumab 

 

Type of Policy:  Drug/Medical Therapy 

Prior Approval Date: 10/01/2024 

Approval Date:  10/01/2025 

Effective Date:  12/01/2025 

Related Policies: Apremilast 

    Etanercept 

    Infliximab 

    Risankizumab 

    Adalimumab 

    Tofacitinib 

Upadacitinib 

    Ustekinumab 

    Ozanimod 

 

 

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

policies. 

 

Drugs Requiring Prior Authorization under the pharmacy benefit 

Cosentyx prefilled syringes and pen (secukinumab) 

Drugs Requiring Prior Authorization under the medical benefit 

J3590 Cosentyx intravenous solution (secukinumab)  

 

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

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

FDA approved for several indications including ankylosing spondylitis, psoriasis, 

psoriatic arthritis, enthesitis-related arthritis (ERA), and hidradenitis suppurativa (HS). 

Secukinumab carries an increased risk of infection; members should be screened for 

immunologic and infectious disease prior to initiating therapy. 

Medicaid Variation: Medications that are a pharmacy benefit are covered and billed to 

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

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

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

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

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

Indications/Criteria 

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

specific diagnosis criteria below.  

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

administered.  If office administration is requested for SQ administration, 

documentation must be provided identifying why the member or caregiver is 

unable to administer the medication 

• Medical drugs covered under the medical benefit will require documentation 

identifying why the member or caregiver cannot use SQ administration  

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

rheumatologist/immunologist/dermatologist 

• Must be prescribed for an FDA approved indication and route of 

administration must be FDA approved for indication 

B. Ankylosing Spondylitis & Non-Radiographic Axial Spondylarthritis  

Secukinumab may be considered for coverage for Ankylosing Spondylitis and 

Non-Radiographic Axial Spondylarthritis when:  

• Chart notes documenting a failure of at least one NSAID at maximum 

tolerated dose unless the member has contraindications to NSAID therapy 

such as cardiovascular disease, peptic ulcer disease or renal disease AND 

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

arthralgia, inflammation of joints and tendons, morning stiffness duration 

and therapy AND 

• Insufficient response to at least one local corticosteroid injection in 

patients with symptomatic peripheral arthritis AND 
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• Members with pure axial manifestations do not have to have a trial of 

nonbiologic disease modifying anti-rheumatic drugs (DMARDs) 

 

 

Initial approval will be for 6 months 

 

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

a continued benefit to therapy. Extension requests where the Secukinumab 

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

clinical rationale for continuing.  

C. Psoriasis 

Secukinumab may be considered for coverage for Psoriasis when:  

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

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

following: 

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

intertriginous areas) are affected OR 

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

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

meets any of the following criteria:    

▪ Member has had an inadequate response or intolerance to either 

phototherapy (e.g. UVB, PUVA) OR 

▪ Member has had an inadequate response or intolerance to 

pharmacologic treatment with methotrexate, cyclosporine, or 

acitretin 

 

Initial approval for 6 months 

 

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

continued benefit to therapy. Extension requests where Secukinumab did not 

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

rationale for continuing.  

 

D. Psoriatic Arthritis 

Secukinumab may be considered for coverage for Psoriatic Arthritis when:  
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• Member has a diagnosis of moderate to severe psoriatic arthritis as 

indicated by three or more tender joints AND three or more swollen joints 

on two separate occasions at least one month apart 

• Chart notes documenting a failure of at least one 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. 

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

nonbiologic disease modifying anti-rheumatic drugs (DMARDs) 

• If a trial of methotrexate is not appropriate due to alcohol use and 

both leflunomide and sulfasalazine are not clinically appropriate, chart 

notes must be provided indicating that the patient has been counseled 

on the need to abstain from alcohol use while taking methotrexate and 

is unwilling to abstain from alcohol use.  

 

Initial approval will be for 6 months 

 

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

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

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

rationale for continuing. 

E. Enthesitis- related arthritis  

Secukinumab may be considered for coverage for enthesitis-related arthritis 

when:  

• Failure of at least one NSAID at maximum tolerated dose unless the 

member has contraindications to NSAID therapy such as cardiovascular 

disease, peptic ulcer disease or renal disease 

Initial approval will be for 6 months 

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

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

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

rationale for continuing. 

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

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

State II or III) AND 

• Failure or contraindication to clinically appropriate antibiotic OR  

• Failure or contraindication to clinically appropriate TNF inhibitor 

Initial approval will be for 6 months. 

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

continued benefit to therapy with documentation of at least 50% improvement in 

clinical signs/symptoms. Extension requests where secukinumab did not have the full 

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

Exclusions 

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

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

approved package labeling.  

• Secukinumab in combination with other biologics is excluded from coverage 

• Combination therapy that is not supported by guidelines 
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1. Clinical Pharmacology 

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

Novartis Pharmaceuticals Corporation. Approved 2015. Revised 08/2025. 

3. Ward Michael, Atul Deodhar et al. 2019 Update of the American College of 

Rheumatology/Spondylitis Association of America/Spondyloarthritis Research 

and Treatment Network Recommendations for the Treatment of Ankylosing 

Spondylitis and Nonradiographic Axial Spondyloarthritis. Arthritis and 

Rheumatology. Vol 71 (No. 10). October 2019, pp 1599-1613. Available at: 

https://www.rheumatology.org/Portals/0/Files/AxialSpA-Guideline-2019.pdf 

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

Rheumatology/Arthritis Foundation Guideline for the Treatment Approaches for 

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

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

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

rheumatology/spondylitis association of America/spondyloarthritis research and 

treatment network recommendations for the treatment of ankylosing spondylitis 
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Member Product Medical Management Requirements* 

New York Products  

HMO Prior Auth  

PPO in Plan Prior Auth  

PPO OOP Prior Auth  

POS in Plan Prior Auth  

POS OOP Prior Auth  

Essential Plan Prior Auth  

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

Authorization 

MVP Child Health Plus Prior Auth  

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

Authorization 

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

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

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

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

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

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

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

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

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

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

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

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

Healthy NY  Prior Auth  

MVP Premier Prior Auth  

MVP Premier Plus Prior Auth  

MVP Premier Plus HDHP Prior Auth  

MVP Secure  Prior Auth  

MVP EPO  Prior Auth  

MVP EPO HDHP Prior Auth  

MVP PPO Prior Auth  

MVP PPO HDHP Prior Auth  
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Student Health Plans Prior Auth  

ASO See SPD 

Vermont Products  

POS in Plan Prior Auth  

POS OOP Prior Auth  

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

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

MVP VT HMO  Prior Auth  

MVP VT Plus HMO Prior Auth  

MVP VT HDHP HMO Prior Auth  

MVP VT Plus HDHP HMO Prior Auth  

MVP Secure  Prior Auth  

ASO  See SPD 

♦ 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: Secukinumab 

 

Type of Policy:  Drug/Medical Therapy 

Prior Approval Date: 02/01/2024 

Approval Date:  10/01/2025 

Effective Date:  12/01/2025 

Related Policies: Infliximab, Risankizumab, Ustekinumab, Golimumab, 

Tocilizumab, Certolizumab  

 

 

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

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

 

Drugs Requiring Prior Authorization under the medical benefit 

J3590 Cosentyx intravenous solution (secukinumab)  

 

Overview/Summary of Evidence 

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

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

FDA approved for several indications including ankylosing spondylitis, psoriasis and 

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

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

Indications/Criteria 

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

when:  

• Prescribed for an FDA approved indication AND 

• Ordered by or with consult from an appropriate specialist:  

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

a provider administered drug identified in this policy 

B. Ankylosing Spondylitis & Non-Radiographic Axial Spondylarthritis  

Secukinumab may be considered for coverage for Ankylosing Spondylitis and 

Non-Radiographic Axial Spondylarthritis when:  

• Chart notes documenting a failure of at least one NSAID at maximum 

tolerated dose unless the member has contraindications to NSAID therapy 

such as cardiovascular disease, peptic ulcer disease or renal disease AND 

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

arthralgia, inflammation of joints and tendons, morning stiffness duration 

and therapy AND 

• Insufficient response to at least one local corticosteroid injection in 

patients with symptomatic peripheral arthritis AND 

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

nonbiologic disease modifying anti-rheumatic drugs (DMARDs) 

 

 

Initial approval will be for 6 months 

 

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

a continued benefit to therapy. Extension requests where the Secukinumab 

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

clinical rationale for continuing.  

 

C. Psoriatic Arthritis 

Secukinumab may be considered for coverage for Psoriatic Arthritis when:  

• Member has a diagnosis of moderate to severe psoriatic arthritis as 

indicated by three or more tender joints AND three or more swollen joints 

on two separate occasions at least one month apart 

• Chart notes documenting a failure of at least one NSAIDS at maximum 

tolerated dose unless the member has contraindications to NSAID therapy 

such as cardiovascular disease, peptic ulcer disease or renal disease 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. 

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

nonbiologic disease modifying anti-rheumatic drugs (DMARDs) 
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• If a trial of methotrexate is not appropriate due to alcohol use and 

both leflunomide and sulfasalazine are not clinically appropriate, chart 

notes must be provided indicating that the patient has been counseled 

on the need to abstain from alcohol use while taking methotrexate and 

is unwilling to abstain from alcohol use.  

 

Initial approval will be for 6 months 

 

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

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

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

rationale for continuing. 

 

 

  

Exclusions 

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

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

approved package labeling.  

• Secukinumab in combination with other biologics is excluded from coverage 

• Combination therapy that is not supported by guidelines 
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1. Clinical Pharmacology. Secukinumab. Revised 11/02/2023. Accessed 01/04/2024. 

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

Novartis Pharmaceuticals Corporation. Approved 2015. Revised 08/2025. 

3. Ward Michael, Atul Deodhar et al. 2019 Update of the American College of 

Rheumatology/Spondylitis Association of America/Spondyloarthritis Research 

and Treatment Network Recommendations for the Treatment of Ankylosing 

Spondylitis and Nonradiographic Axial Spondyloarthritis. Arthritis and 

Rheumatology. Vol 71 (No. 10). October 2019, pp 1599-1613. Available at: 

https://www.rheumatology.org/Portals/0/Files/AxialSpA-Guideline-2019.pdf 
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Rheumatology/Arthritis Foundation Guideline for the Treatment Approaches for 
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MVP Health Care Medical Policy 

Tofacitinib 

 

Type of Policy:  Drug Therapy 

Prior Approval Date:  10/01/2024 

Approval Date:   10/01/2025 

Effective Date:   12/01/2025 

Related Policies: Adalimumab 

   Apremilast 

   Etanercept 

   Infliximab 

   Risankizumab 

   Secukinumab 

   Upadacitinib 

   Ustekinumab 

   Zeposia 

 

 

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

policies. 

 

Drugs Requiring Prior Authorization under the pharmacy benefit 

Xeljanz/XR (tofacitinib) tablet 

Xeljanz (tofacitinib) 1mg/mL oral solution 

 

Overview 

Tofacitinib (Xeljanz/XR) is an oral Janus Kinase (JAK) inhibitor and considered a targeted 

synthetic disease-modifying antirheumatic drug (tsDMARD). 
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Tofacitinib is indicated for the treatment of adult members with moderately to severely 

active rheumatoid arthritis (RA) who have had an inadequate response or intolerance to 

one or more tumor necrosis factor (TNF) blockers, the treatment of adult members with 

active psoriatic arthritis (PsA) who have had an inadequate response or intolerance to 

one or more TNF blockers, the treatment of adult members with active ankylosing 

spondylitis (AS) who have had an inadequate response or intolerance to one or more 

TNF blockers, and the treatment of adult members with moderately to severely active 

ulcerative colitis (UC) who have had an inadequate response or intolerance to one or 

more TNF blockers.  

 

Xeljanz/Xeljanz Oral Solution is indicated for the treatment of active polyarticular course 

juvenile idiopathic arthritis (pcJIA) in members 2 years of age and older who have had 

an inadequate response or intolerance to one or more TNF blockers. 

 

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

therapy. 

 

Indications/Criteria 

 

Medicaid Variation: Medications that are a pharmacy benefit are covered and billed to 

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

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

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

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

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

 

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

specific diagnosis criteria below.   

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

administered. If office administration is requested, documentation must be 

provided identifying why the member or caregiver is unable to administer the 

medication. 

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

dermatologist, gastroenterologist, or colorectal surgeon 
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• Must be prescribed for an FDA approved indication 

B. Rheumatoid Arthritis (RA) 

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

 

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

persistent or recurrent symptoms with documented synovitis and morning 

stiffness of significant duration to inhibit activities of daily living 

• Chart notes are provided documenting a failure to respond to a three-month 

trial of methotrexate at a maximally tolerated dose. 

o Failure is demonstrated by documentation of provider assessment 

without improvement in joint counts and/or physical symptoms and 

inflammatory markers while on therapy. 

o If the member has a contraindication or significant intolerance to 

methotrexate 

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

nonbiologic DMARD at a maximally tolerated dose for at least 3 

months AND documentation confirming why methotrexate cannot 

be used is required. If a trial of methotrexate is not appropriate 

due to alcohol use, chart notes must be provided indicating that 

the patient has been counseled on the need to abstain from 

alcohol use while taking methotrexate and is unwilling to abstain 

from alcohol use. 

▪ Tofacitinib may be used without prior DMARD trial if the member 

has an acute, aggressive, very rapidly progressive intense 

inflammatory symmetrical arthritis disease as defined by their 

rheumatologist 

• Chart notes are provided documenting an inadequate response or intolerance to 

one tumor necrosis factor (TNF) inhibitor 

o Documentation must be provided if TNF inhibitor therapy is not 

considered medically appropriate  

 

Initial approval will be for 12 months. 

Extensions requests will be approved up to 3 years if the member has a continued 

benefit to therapy. Extension requests where the tofacitinib did not have the full desired 

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

 

C. Psoriatic Arthritis (PsA) 
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Tofacitinib may be considered for coverage when the following criteria is met: 

• Member has a diagnosis of moderate to severe PsA 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 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, renal disease, or if clinically 

inappropriate AND 

• Chart notes documenting a failure to respond to an adequate trial of at least one 

of the following nonbiologic disease modifying anti-rheumatic drugs (DMARDs): 

leflunomide, sulfasalazine, or methotrexate. 

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

nonbiologic disease modifying anti-rheumatic drugs (DMARDs) 

o If a trial of methotrexate is not appropriate due to alcohol use and both 

leflunomide and sulfasalazine are not clinically appropriate, chart notes 

must be provided indicating that the member has been counseled on the 

need to abstain from alcohol use while taking methotrexate and is 

unwilling to abstain from alcohol use. 

• Chart notes are provided documenting an inadequate response or intolerance to 

one tumor necrosis factor (TNF) inhibitor 

o Documentation must be provided if TNF inhibitor therapy is not 

considered medically appropriate  

 

Initial approval will be for 12 months. 

Extensions requests will be approved up to 3 years if the member has a continued 

benefit to therapy. Extension requests where the tofacitinib did not have the full desired 

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

D. Ankylosing Spondylitis (AS) 

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

• Member has a diagnosis of moderate to severe AS 

• Chart notes documenting a failure of at least one NSAID at maximum tolerated 

dose AND 

• Chart notes are provided documenting significant clinical symptoms such as 

fatigue, spinal pain, arthralgia, inflammation of joints and tendons, morning 

stiffness duration and therapy AND 

• Chart notes are provided documenting an insufficient response to at least one 

local corticosteroid injection in members with symptomatic peripheral arthritis 

AND 
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• For members with persistent peripheral arthritis: Failure of sulfasalazine or 

methotrexate at maximum tolerated dose 

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

nonbiologic disease modifying anti-rheumatic drugs (DMARDs) 

• Chart notes are provided documenting an inadequate response or intolerance to 

one tumor necrosis factor (TNF) inhibitor 

o Documentation must be provided if TNF inhibitor therapy is not 

considered medically appropriate  

 

Initial approval will be for 12 months. 

Extensions requests will be approved up to 3 years if the member has a continued 

benefit to therapy. Extension requests where the tofacitinib did not have the full desired 

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

E. Ulcerative Colitis (UC) 

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

• A diagnosis of moderate to severe Ulcerative Colitis 

• Chart notes are provided documenting an inadequate response, intolerance, or 

contraindication to conventional therapy for maintenance of remission (i.e.:, anti-

inflammatory aminosalicylates [e.g., mesalamine (5-ASA), sulfasalazine], 6-

mercaptopurine, and azathioprine) 

• If conventional therapy is not considered medically appropriate, 

documentation must be provided 

• Chart notes are provided documenting an inadequate response or intolerance to 

one tumor necrosis factor (TNF) inhibitor 

• Documentation must be provided if TNF inhibitor therapy is not 

considered medically appropriate  

 

Initial approval will be for 12 months. 

Extensions requests will be approved up to 3 years if the member has a continued 

benefit to therapy. Extension requests where the tofacitinib did not have the full desired 

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

F. Polyarticular Juvenile Idiopathic Arthritis (JIA) 

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

• Requests will be reviewed on a case-by-case basis using the American College of 

Rheumatology recommendations for the treatment of juvenile idiopathic arthritis 

• Chart notes are provided documenting an inadequate response or intolerance to 

one tumor necrosis factor (TNF) inhibitor 
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• Documentation must be provided if TNF inhibitor therapy is not 

considered medically appropriate 

  

Initial approval will be for 12 months. 

Extensions requests will be approved up to 3 years if the member has a continued 

benefit to therapy. Extension requests where the tofacitinib did not have the full desired 

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

 

 

Exclusions 

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

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

approved package labeling 

• Combination therapy that is not supported by current guidelines 

• Should not be used for members at high risk for infections or who have active 

infections including chronic or localized infections 

• Avoid using tofacitinib in members that may be at increased risk of thrombosis 

and thromboembolism; use with caution in those with thromboembolic disease 

• Known malignancy or risk factors in developing malignancy 

• Lymphocyte count less than 500 cells/mm3, ANC less than 1000 

• Hemoglobin less than 8.0 g/dL 

• Liver function tests greater than 3 times upper limit of normal 

• Administration of live vaccine 6 weeks prior to start of tofacitinib 
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https://journals.lww.com/ajg/toc/2019/03000
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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
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Member Product Medical Management Requirements* 

New York Products  

HMO Prior Auth  

PPO in Plan Prior Auth  

PPO OOP Prior Auth  

POS in Plan Prior Auth  

POS OOP Prior Auth  

Essential Plan Prior Auth  

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

Authorization 

MVP Child Health Plus Prior Auth  

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

Authorization 

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

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

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

https://www.rheumatology.org/Portals/0/Files/AxialSpA-Guideline-2019.pdf
https://www.rheumatology.org/Portals/0/Files/ACR-JIA%20Guideline-Oligo-TMJ-sJIA-EarlyView.pdf
https://www.rheumatology.org/Portals/0/Files/ACR-JIA%20Guideline-Oligo-TMJ-sJIA-EarlyView.pdf
https://doi.org/10.1177/2475530318812244
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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 

 



 

MVP Health Care Medical Policy 

Transgender Hormone Policy (Commercial/Exchange/Child Health Plus) 

 

Type of Policy:  Drug Therapy 

Prior Approval Date:   08/01/2024 

Approval Date:       11/17/2025 

Effective Date:      11/17/2025 

Related Policies:  

Gender Affirming Treatment 

Transgender Hormone Policy (Medicaid/HARP) 

Experimental or Investigational Procedures, Behavioral Health Services, Drugs and 

Treatments, Off-Label use of FDA Approved Drugs, and Clinical Trials 

 

Drugs Requiring Prior Authorization  

Conjugated estrogens 

Estradiol 

Injectable Testosterone formulations 

Topical Testosterone formulations 

 

Drugs subject to Retrospective Review 

The following gonadotropin-releasing hormone agents (pubertal suppressants)  

Lupron Depot 

 

Overview 

 

Gender dysphoria is defined as a marked difference between the individual’s 

expressed/experienced gender and the gender others would assign them, continuing for at least 

six months. Gender dysphoria is manifested in a variety of ways, including strong desires to be 



treated as another gender or to be rid of one’s sex characteristics, or a strong conviction that one 

has feelings and reactions typical of another gender.2  

The World Professional Association for Transgender Health (WPATH) Standards of Care- Eighth 

edition (SOC-8) was developed as a clinical guideline for transgender and gender diverse 

individuals. The guidelines address both physical and mental health for children, adolescents, 

and adults. WPATH guidance includes ensuring capacity to consent to treatment, well-

documented gender dysphoria per current DSM diagnostic criteria, ensuring that other possible 

causes of gender incongruence have been identified and excluded, that mental health and 

physical conditions that could negatively impact the outcome of treatment have been discussed 

and informing individuals of reproductive effects due to treatment.  

Indications/Criteria 

MVP health Care recognizes that gender dysphoria affects people of all genders, and is 

not limited to people with binary gender identities. Coverage of medically necessary 

services is allowed for binary and non-binary gender identities.  

 

A. Hormone therapy (testosterone (injectable and topical), conjugated estrogens or 

estradiol) for adolescents may be considered medically necessary when the following 

criteria are met: 

o Adolescence is defined as the start of puberty to 18 years of age 

o Documentation of an assessment for gender dysphoria treatment: 

• The customer has a diagnosis of gender dysphoria 

• The customer has reached Tanner stage 2 

• The experience of gender incongruence/diversity is marked and sustained 

over time 

• The customer demonstrates the emotional and cognitive maturity 

required to provide informed consent for the treatment 

• The customer has been informed of the reproductive effects on fertility 

(see Fertility Preservation Medical Policy for coverage criteria) 

• Customer does not suffer from psychiatric comorbidity that interferes with 

diagnostic work- up or treatment 

• Must be used for a Food and Drug Administration (FDA) approved 

indication, or use supported in at least one of the Official Compendia as 

defined in federal law under the Social Security Act section 1927 

(g)(1)(B)(i), (k)(2) 

• A comprehensive biopsychosocial assessment is completed by a mental 

health professional who has training and expertise in general child, 

adolescent, and family mental health across the developmental spectrum; 



as well as expertise in gender identity development and gender diversity 

in children and adolescents in a collaborative and supportive manner; and 

• Customer has adequate home support and involvement of 

parent(s)/guardian(s) in the assessment process, unless their involvement 

is determined to be harmful to the adolescent or not feasible; and  

• The customer has been evaluated for safety and is not requesting surgery 

as an initial response to gender dysphoria puberty.  

Approvals will be for a period of one year.   

 

B. Hormone therapy (testosterone (injectable and topical), conjugated estrogens or 

estradiol) for adults (customer’s 18 years of age and older) may be considered medically 

necessary when the following criteria are met: 

o Documentation of assessment for gender dysphoria: 

i. The customer has persistent, well-documented gender dysphoria per 

DSM-5-TR diagnostic criteria, is associated clinically with significant 

distress or problems functioning and lasts at least six months’ duration.  

ii. The customer has received mental health screening and assessment with 

documentation from a qualified medical or mental health professional as 

part of a multi-disciplinary team for gender affirming care and with 

experience in diagnosing and treating gender dysphoria. 

iii. Prescribed by a licensed health care professional who has a minimum of a 

masters-level qualification in a clinical field related to transgender health 

or equivalent further clinical training; (e.g., mental health professionals, 

general medical practitioner, or other qualified health care professional); 

and has sufficient expertise to identify gender incongruence, recognize 

mental health concerns, distinguish between these concerns and gender 

dysphoria, incongruence, and diversity; assist a transgender and gender 

diverse (TGD) person in care planning and preparation for gender-

affirming medical and surgical treatments (GAMSTs), and refer to a mental 

health professional (MHP), if needed. 

iv. If significant medical or mental health concerns are present, they must be 

reasonably well controlled or under treatment so that gender-affirming 

medical treatment can be provided optimally; and  

o Must be used for a Food and Drug Administration (FDA) approved indication, or 

use supported in at least one of the Official Compendia as defined in federal law 

under the Social Security Act section 1927 (g)(1)(B)(i), (k)(2) 



Approvals will be for a period of one year.   

 

C. Gonadotropin-releasing hormone agents (pubertal suppressants) are subject to retro-

review and will be approved if all the following criteria are met:  

o Customer has a diagnosis of gender dysphoria; 

o Customer has experienced puberty to at least Tanner stage 2, and pubertal changes 

have resulted in an increase in gender dysphoria; 

o Customer does not suffer from psychiatric comorbidity that interferes with a 

diagnostic work-up or treatment 

o The customer demonstrates the emotional and cognitive maturity required to 

provide informed consent for the treatment 

o The customer has been informed of the reproductive effects on fertility 

o Customer has adequate psychological and social support during treatment 

o Customer demonstrates knowledge and understanding of the expected outcomes of 

treatment with pubertal suppressants and cross-sex hormones, as well as the medical 

and social risks and benefits of sex reassignment. 

 

Exclusions 

• Hormone products that do not meet MVP Experimental and Investigational Policy will 

not be covered 
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Member Product Medical Management Requirements* 

New York Products  

HMO Prior Auth 

PPO in Plan Prior Auth 

PPO OOP Prior Auth 

POS in Plan Prior Auth 

POS OOP Prior Auth 

Essential Plan Prior Auth 

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

Prior Authorization 

MVP Child Health Plus Prior Auth 

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

Prior Authorization 

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

policies. 

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

policies. 

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

policies. 

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

policies. 

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

policies. 

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

policies. 

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

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 

https://www.dfs.ny.gov/reports_and_publications/press_releases/pr202004291
https://www.dfs.ny.gov/reports_and_publications/press_releases/pr202004291
https://www.dfs.ny.gov/industry_guidance/circular_letters/cl2020_13
https://www.dfs.ny.gov/industry_guidance/circular_letters/cl2020_13
https://www.dfs.ny.gov/industry_guidance/circular_letters/cl2020_13
https://doi.org/10.1176/appi.books.9780890425787


MVP EPO HDHP Prior Auth 

MVP PPO Prior Auth 

MVP PPO HDHP Prior Auth 

Student Health Plans Prior Auth 

ASO See SPD 

Vermont Products  

POS in Plan Prior Auth 

POS OOP Prior Auth 

MVP VT HMO  Prior Auth 

MVP VT Plus HMO Prior Auth 

MVP VT HDHP HMO Prior Auth 

MVP VT Plus HDHP HMO Prior Auth 

MVP Secure  Prior Auth 

ASO  See SPD 

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

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

© 2026 MVP Health Plan, Inc. All rights reserved. Descriptions contained within MVP's Medical Policies are not a 

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

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

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

*Medical Management Requirements 

Prior Auth     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 

Upadacitinib 
 

Type of Policy:  Drug Therapy 

Prior Approval Date:  10/01/2024 

Approval Date:      10/01/2025 

Effective Date:    12/01/2025 

Related Policies: Adalimumab 

   Apremilast 

   Etanercept 

   Infliximab 

   Risankizumab 

   Secukinumab 

   Tofacitinib 

   Upadacitinib 

Ustekinumab 

    Ozanimod 

 

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

policies. 

 

Drugs Requiring Prior Authorization under the pharmacy benefit 

Rinvoq (upadacitinib) 

 

Overview 

Upadacitinib is an oral Janus kinase (JAK) inhibitor and is considered a targeted 

synthetic disease-modifying antirheumatic drug (tsDMARD).  
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Upadacitinib is indicated for the following indications:  

• the treatment of adults with moderately to severely active rheumatoid arthritis 

who have had an inadequate response or intolerance to one or more TNF 

blockers 

• the treatment of adults and pediatric patients 2 years of age and older with active 

psoriatic arthritis who have had an inadequate response or intolerance to one or 

more TNF blockers.  

• the treatment of adults and pediatric patients 12 years of age and older with 

refractory, moderate to severe atopic dermatitis whose disease is not adequately 

controlled with other systemic drug products, including biologics, or when use of 

those therapies are inadvisable. 

• the treatment of adults with moderately to severely active ulcerative colitis who 

have had an inadequate response or intolerance to one or more TNF blockers.  

• the treatment of adults with moderately to severely active Crohn’s disease who 

have had an inadequate response or intolerance to one or more TNF blockers. 

• the treatment of adults with active ankylosing spondylitis who have had an 

inadequate response or intolerance to one or more TNF blockers.  

• the treatment of adults with active nonradiographic axial spondyloarthritis with 

objective signs of inflammation who have had an inadequate response or 

intolerance to TNF blocker therapy.  

• the treatment of patients 2 years of age and older with active polyarticular 

juvenile idiopathic arthritis who have had an inadequate response or intolerance 

to one or more TNF blockers.  

• the treatment of adults with giant cell arteritis 

 

Caution may be necessary when co-administered with certain drugs that inhibit or 

induce certain CYP isoenzymes. Use with potent CYP3A4 inducers may result in loss of 

or reduced clinical response to upadacitinib.  

 

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

 

Indications/Criteria 

 

Medicaid Variation: Medications that are a pharmacy benefit are covered and billed to 

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

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

Pharmacy medications are subject to FFS’s clinical criteria including (but not limited to) 
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coverage, quantity limit, step therapy, and prior authorization. Pharmacy benefit 

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

 

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

specific diagnosis criteria below.  

a. Must be prescribed for an FDA approved indication 

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

rheumatologist, immunologist, dermatologist, gastroenterologist or 

colorectal surgeon 

 

 

B. Ankylosing Spondylitis (AS): 

Upadacitinib may be considered for coverage for Ankylosing Spondylitis when 

the following criteria is met:  

 

• Member has a diagnosis of moderate to severe AS 

• Chart notes are provided documenting failure of at least one non-steroidal 

anti-inflammatory drug (NSAID) at maximum tolerated dose unless the 

member has contraindications to NSAID therapy such as cardiovascular 

disease, peptic ulcer disease or renal disease AND 

• Chart notes are provided documenting significant clinical symptoms such 

as fatigue, spinal pain, arthralgia, inflammation of joints and tendons, 

and/or morning stiffness AND 

• Chart notes are provided documenting an insufficient response to at least 

one local corticosteroid injection in members with symptomatic peripheral 

arthritis AND 

• Chart notes are provided documenting an inadequate response or 

intolerance to one tumor necrosis factor (TNF) inhibitor 

▪ Documentation must be provided if TNF inhibitor therapy is not 

considered medically appropriate  

 

Initial approval will be for 12 months 

Extension requests will be approved for up to 3 years  if the member has a 

continued benefit to therapy.  Extension requests where the upadacitinib did 

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

clinical rationale for continuing. 
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C. Atopic Dermatitis: 

 

Upadacitinib may be considered for coverage for Atopic Dermatitis when the 

following criteria is met: 

 

• Member is diagnosed with refractory moderate-to-severe atopic 

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

activities, nightly loss of sleep) AND 

• Must have at least 10% BSA involvement at baseline AND 

• Chart notes provided confirm symptom control has not been achieved 

with one of the following after an adequate trial: 

o Medium high or very-high potency topical corticosteroids  

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

cream)  

o Topical PDE-4 inhibitor (e.g. Eucrisa) 

o Documentation that disease is not adequately controlled with other 

systemic medications, including biologics, or when use of those 

therapies is not advisable.  

 

Initial approval will be for 12 months 

Extension requests will be approved for up to 3 years if the member has a 

continued benefit to therapy.  Extension requests where the upadacitinib did 

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

clinical rationale for continuing. 

 

 

D. Psoriatic Arthritis (PsA): 

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

is met: 

• Member has a diagnosis of moderate to severe psoriatic arthritis as 

indicated by three or more tender joints AND three or more swollen joints 

on two separate occasions at least one month apart AND 

• Chart notes are provided documenting failure of at least one NSAID at 

maximum tolerated dose unless the member has contraindications to 
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NSAID therapy such as cardiovascular disease, peptic ulcer disease or renal 

disease AND 

• Chart notes are provided documenting failure to an adequate trial of at 

least one of the following nonbiologic disease modifying anti-rheumatic 

drugs (DMARDs): leflunomide, sulfasalazine, or methotrexate. 

o Members with pure axial manifestations do not have to have a 

trial of nonbiologic disease modifying anti-rheumatic drugs 

(DMARDs) 

o If a trial of methotrexate is not appropriate due to alcohol use and 

both leflunomide and sulfasalazine are not clinically appropriate, 

chart notes must be provided indicating that the member has been 

counseled on the need to abstain from alcohol use while taking 

methotrexate and is unwilling to abstain from alcohol use. 

AND 

• Chart notes are provided documenting an inadequate response or 

intolerance to one tumor necrosis factor (TNF) inhibitor 

o Documentation must be provided if TNF inhibitor therapy is not 

considered medically appropriate  

 

 

Initial approval will be for 12 months 

Extension requests will be approved for up to 3 years if the member has a 

continued benefit to therapy.  Extension requests where the upadacitinib did 

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

clinical rationale for continuing. 

 

 

E. Rheumatoid Arthritis (RA): 

 

Upadacitinib may be considered for coverage for Rheumatoid Arthritis when the 

following criteria is met: 

 

• Member is diagnosed with moderate to severe active adult rheumatoid 

arthritis as defined by persistent or recurrent symptoms with documented 

synovitis and morning stiffness of significant duration to inhibit activities 

of daily living AND 

• Chart notes are provided documenting a failure to respond to a three-

month trial of methotrexate at a maximally tolerated dose. 
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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. 

▪ Upadacitinib may be used without prior DMARD trial if the 

member has an acute, aggressive, very rapidly progressive 

intense inflammatory symmetrical arthritis disease as defined 

by their rheumatologist 

• Chart notes are provided documenting an inadequate response or 

intolerance to one tumor necrosis factor (TNF) inhibitor 

o Documentation must be provided if TNF inhibitor therapy is not 

considered medically appropriate  

 

 

Initial approval will be for 12 months 

Extension requests will be approved up to 3 years if the member has a 

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

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

rationale for continuing. 

 

 

F. Ulcerative Colitis: 

Upadacitinib may be considered for coverage for Ulcerative Colitis (UC) when the 

following criteria is met: 

• Member is diagnosed with moderate to severe active ulcerative colitis 

• Chart notes are provided identifying inadequate response, intolerance, or 

contraindication to conventional therapy for maintenance of remission 
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(i.e.: anti-inflammatory aminosalicylates [e.g., mesalamine (5-ASA), 

sulfasalazine], 6-mercaptopurine, and azathioprine) 

o If conventional therapy is not considered medically appropriate, 

documentation must be provided 

• Chart notes documenting an inadequate response or intolerance to one 

tumor necrosis factor (TNF) inhibitor 

o Documentation must be provided if TNF inhibitor therapy is not 

considered medically appropriate  

 

Initial approval will be for 12 months 

Extension requests will be approved up to 3 years if the member has a 

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

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

rationale for continuing.  

 

G. Non-Radiographic Axial Spondylarthritis (nr-axSpA) 

 

Upadacitinib may be considered for coverage for Non-Radiographic Axial 

Spondylarthritis (nr-axSpA) when the following criteria is met: 

 

• Member is diagnosed with Non-Radiographic Axial Spondylarthritis (nr-

axSpA) 

• Chart notes are provided documenting failure of at least one non-steroidal 

anti-inflammatory drug (NSAID) at maximum tolerated dose unless the 

member has contraindications to NSAID therapy such as cardiovascular 

disease, peptic ulcer disease or renal disease AND 

• Failure of sulfasalazine or methotrexate at maximum tolerated dose 

• Chart notes are provided documenting an inadequate response or 

intolerance to one tumor necrosis factor (TNF) inhibitor 

o Documentation must be provided if TNF inhibitor therapy is not 

considered medically appropriate 

Initial approval will be for 12 months 

Extension requests will be approved up to 3 years if the member has a 

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

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

rationale for continuing.  
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H. Crohn’s Disease 

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

following criteria is met: 

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

(or capsule endoscopy when appropriate) 

• Documentation including the assessment of growth, nutrition, extraintestinal 

complications, therapy-induced complications and functional ability and any 

clinical signs and symptoms outlined in Crohn’s Disease Activity Index (CDAI) 

such as frequent liquid stools >4/day, severity grade and frequency of abdominal 

pain, presence of an abdominal mass, general well-being, extra-intestinal 

symptoms (arthralgia, uveitis, erythema, stomatitis, abscess, fever >37.5 in the last 

week), taking opiates or diphenoxylate/atropine for diarrhea, anemia, and weight 

loss >10%. 

• 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) 

• Chart notes are provided documenting an inadequate response or intolerance to 

one tumor necrosis factor (TNF) inhibitor 

• Documentation must be provided if TNF inhibitor therapy is not 

considered medically appropriate 

 

Initial approval will be for 12 months. 

Extension requests will be approved for up to 3 years if the member has a 

continued benefit to therapy. Extension requests where upadacitinib did not have 

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

for continuing.  

 

I. Polyarticular juvenile idiopathic arthritis  

• Upadacitinib may be considered for coverage for Polyarticular juvenile 

idiopathic arthritis on a case- by-case basis using the American College of 

Rheumatology recommendations for the treatment of  juvenile idiopathic 

arthritis and in accordance with the prescribing information.  
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• Upadacitinib is indicated for members who have had an inadequate response 

or intolerance to one or more tumor necrosis factor (TNF) inhibitor.  

• The request must include chart notes documenting an inadequate response 

or intolerance to one tumor necrosis factor (TNF) inhibitor OR documentation 

must be provided if TNF inhibitor therapy is not considered medically 

appropriate 

 

Initial approval will be for 12 months. 

Extension requests will be approved for up to 3 years if the member has a 

continued benefit to therapy. Extension requests where upadacitinib did not have 

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

for continuing.  

 

J. Giant Cell Arteritis 

Updacitinib may be considered for coverage for Giant Cell Arteritis when the 

following criteria is met: 

 

• 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 will be for 12 months. 

Extension requests will be approved for up to 3 years if the member has a 

continued benefit to therapy. Extension requests where upadacitinib did not have 

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

for continuing.  

 

 

 

Exclusions 

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

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

approved package labeling 



 
MVP Health Care Medical Policy 

                           Page 10 of 
12 

o The dosing Rinvoq 45mg once daily is indicated for short term induction 

for Crohn’s Disease and Ulcerative Colitis 

• Combination therapy that is not supported by current guidelines 

• Should not be used for members at high risk for infections or who have active 

infections including chronic or localized infections 

• Avoid using upadacitinib in members that may be at increased risk of thrombosis 

and thromboembolism; use with caution in those with thromboembolic disease 
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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  

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

Authorization 

MVP Child Health Plus Prior Auth 

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

Authorization 

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

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

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

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

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

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

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

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

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

https://www.jaad.org/article/S0190-9622(23)00004-X/fulltext
https://www.jaad.org/article/S0190-9622(23)00004-X/fulltext
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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 
 


