


abilify
Products Affected

• ABILIFY MAINTENA 
INTRAMUSCULAR PREFILLED 
SYRINGE

• ABILIFY MAINTENA 
INTRAMUSCULAR SUSPENSION 

RECONSTITUTED ER
• ARISTADA INTRAMUSCULAR 

PREFILLED SYRINGE 1064 MG/3.9ML, 
441 MG/1.6ML, 662 MG/2.4ML, 882 
MG/3.2ML

PA Criteria Criteria Details

Covered Uses All FDA-approved indications not otherwise excluded from Part D.

Exclusion 
Criteria

Required 
Medical 
Information

Diagnosis of Schizophrenia and previous use of two of the following 
agents: aripiprazole, clozapine, olanzapine, quetiapine, risperidone, OR 
Bipolar Disorder and previous trial of two of the following: aripiprazole, 
lithium, valproate, risperidone, quetiapine, or ziprasidone OR Major 
Depression and previous trial of two of the following: sertraline, 
citalopram, paroxetine, bupropion, mirtazapine, venlafaxine, fluoxetine 
OR Irritability associated with Autistic Disorder and previous trial of 
risperidone.

Age Restrictions

Prescriber 
Restrictions

Coverage 
Duration

Plan year

Other Criteria Only applies to new starts
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actemra
Products Affected

• ACTEMRA SUBCUTANEOUS

PA Criteria Criteria Details

Covered Uses All FDA-approved indications not otherwise excluded from Part D.

Exclusion 
Criteria

Active serious infection (including tuberculosis)

Required 
Medical 
Information

Rheumatoid Arthritis (RA) (Initial): Diagnosis of moderately to severely 
active RA. ONE of the following: 1) Trial and failure, contraindication, or 
intolerance to both Enbrel (etanercept) AND Humira (adalimumab), OR 
2) attestation demonstrating a trial may be inappropriate, OR 3) for 
continuation of prior Actemra therapy.  Systemic Juvenile Idiopathic 
arthritis (SJIA) (Initial): Diagnosis of active SJIA. Trial and failure, 
contraindication, or intolerance to one NSAID OR systemic 
glucocorticoid. Polyarticular Juvenile Idiopathic Arthritis (PJIA) (Initial): 
Diagnosis of active PJIA. One of the following: Trial and failure, 
contraindication, or intolerance to both Enbrel (etanercept) AND Humira 
(adalimumab), OR attestation demonstrating a trial may be inappropriate, 
OR for continuation of prior Actemra therapy. Cytokine Release 
Syndrome (CRS) Risk due to CAR T-cell Therapy: Patient will receive or 
is receiving chimeric antigen receptor (CAR) T-cell immunotherapy [i.e., 
Kymriah (tisagenlecleuce), Yescarta (axicabtagene ciloleucel)].

Age Restrictions

Prescriber 
Restrictions

Licensed Practioner highly familiar with the use and monitoring of special 
biologic response modifiers

Coverage 
Duration

Plan year

Other Criteria
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actimmune
Products Affected

• ACTIMMUNE

PA Criteria Criteria Details

Covered Uses All FDA-approved indications not otherwise excluded from Part D.

Exclusion 
Criteria

Hypersensitivity to interferon gamma, E. coli derived proteins, or any 
component of the formulation. Treatment of IPF (not FDA approved)

Required 
Medical 
Information

Medical documentation of FDA approved diagnosis of chronic 
granulomatous disease or severe malignant osteopetrosis.

Age Restrictions

Prescriber 
Restrictions

Coverage 
Duration

Plan year

Other Criteria Home or LTC administration covered under Medicare Part D.  Physician 
office or healthcare setting administration, redirect for Medicare Part B 
coverage. ONLY APPLIES to NEW STARTS.
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adcirca
Products Affected

• ADCIRCA

PA Criteria Criteria Details

Covered Uses All FDA-approved indications not otherwise excluded from Part D.

Exclusion 
Criteria

Coverage not provided for patients currently receiving nitrate therapy

Required 
Medical 
Information

Patient has a diagnosis of Pulmonary Arterial Hypertension (PAH)  AND 
documented trial and failure of sildenafil.

Age Restrictions

Prescriber 
Restrictions

Prescription is written by a pulmonologist or cardiologist or 
documentation of consultation with pulmonologist or cardiologist

Coverage 
Duration

Plan year

Other Criteria
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adempas
Products Affected

• ADEMPAS

PA Criteria Criteria Details

Covered Uses All FDA-approved indications not otherwise excluded from Part D.

Exclusion 
Criteria

Concomitant administration with nitrates or nitric oxide donors (such as 
amyl nitrate) in any form. Concomitant administration with 
phosphodiesterase inhibitors, including specific PDE-5 inhibitors (such as 
sildenafil, tadalafil, or vardenafil) or non-specific PDE inhibitors (such as 
dipyridamole or theophylline). Pregnancy.

Required 
Medical 
Information

Diagnosis of pulmonary arterial hypertension was confirmed by right 
heart catheterization AND female patients are enrolled in the ADEMPAS 
REMS program.

Age Restrictions 18 years of age or older

Prescriber 
Restrictions

Prescribed by or in consultation with a pulmonologist or cardiologist.

Coverage 
Duration

6 months - initial. 12 months - renewal

Other Criteria For renewal, medication was effective (i.e. improved 6 minute walk 
distance, oxygen saturation, etc.)
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afinitor
Products Affected

• AFINITOR
• AFINITOR DISPERZ

PA Criteria Criteria Details

Covered Uses All FDA-approved indications not otherwise excluded from Part D.

Exclusion 
Criteria

Required 
Medical 
Information

Under CMS Review

Age Restrictions 18 years of age or older for RCC, pNET, and renal angiomyolipoma with 
TSC. 1 year of age or older for SEGA

Prescriber 
Restrictions

Under CMS Review

Coverage 
Duration

Plan year

Other Criteria ONLY APPLIES TO NEW STARTS
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alecensa
Products Affected

• ALECENSA

PA Criteria Criteria Details

Covered Uses All FDA-approved indications not otherwise excluded from Part D.

Exclusion 
Criteria

Required 
Medical 
Information

Non-small cell lung cancer (NSCLC): A) Diagnosis of metastatic NSCLC 
AND B) Patient has anaplastic lymphoma kinase (ALK)-positive disease 
as detected with an FDA-approved test or Clinical Laboratory 
Improvement Amendments-approved facility AND C) History of failure, 
contraindication, intolerance, or progressed on XALKORI (crizotinib)

Age Restrictions

Prescriber 
Restrictions

Prescribed by or in consultation with an oncologist.

Coverage 
Duration

Plan year

Other Criteria ONLY APPLIES TO NEW START
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alunbrig
Products Affected

• ALUNBRIG

PA Criteria Criteria Details

Covered Uses All medically accepted indications not otherwise excluded from Part D.

Exclusion 
Criteria

Required 
Medical 
Information

Non-small cell lung cancer (NSCLC): Diagnosis of metastatic NSCLC. 
Patient has an anaplastic lymphoma kinase (ALK)-positive tumor as 
detected with an FDA-approved test or at a Clinical Laboratory 
Improvement Amendments-approved facility AND Trial and failure or 
intolerance to Xalkori (crizotinib).

Age Restrictions

Prescriber 
Restrictions

Prescribed by or in consultation with an oncologist

Coverage 
Duration

12 months

Other Criteria Approve for continuation of prior therapy.
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amitriptyline hrm
Products Affected

• amitriptyline hcl oral
• chlordiazepoxide-amitriptyline

PA Criteria Criteria Details

Covered Uses All medically accepted indications not otherwise excluded from Part D.

Exclusion 
Criteria

Required 
Medical 
Information

Under CMS Review

Age Restrictions Applies to patients 65 years or older

Prescriber 
Restrictions

Coverage 
Duration

Plan year

Other Criteria ONLY APPLIES TO NEW START
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ampyra
Products Affected

• AMPYRA

PA Criteria Criteria Details

Covered Uses All FDA-approved indications not otherwise excluded from Part D.

Exclusion 
Criteria

Coverage is not provided for patients who have a history of seizures, 
moderate or severe renal impairment (CrCl less than 50 mL/min) or is 
currently using any other forms of 4-aminopyridine

Required 
Medical 
Information

Patient has a documented diagnosis of one of the four types of multiple 
sclerosis (MS) AND Patient has walking impairment  but still ambulatory 
(able to walk with or without an assistive device, at least 25 feet in 8 to 45 
seconds)

Age Restrictions

Prescriber 
Restrictions

MS (Initial): Prescribed by or in consultation with a neurologist.

Coverage 
Duration

MS (Initial): 6 months. (Reauth): 12 months.

Other Criteria MS (Reauth): Physician confirmation that the patient's walking improved 
with Ampyra therapy. One of the following: EDSS score less than or 
equal to 7, or not restricted to using a wheelchair (if EDSS is not 
measured).
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analgesics (high risk medications)
Products Affected

• ketorolac tromethamine oral

PA Criteria Criteria Details

Covered Uses All FDA-approved indications not otherwise excluded from Part D.

Exclusion 
Criteria

Required 
Medical 
Information

Diagnosis: AND, 1.) The prescribing physician has been made aware that 
the requested drug is considered a high risk medication for elderly patients 
(age 65 and older) and wishes to proceed with the originally prescribed 
medication, OR, 2.) Patient has already tried and failed any TWO non-
high risk formulary drug alternatives (narcotic analgesics)

Age Restrictions Applies to patients 65 years or older

Prescriber 
Restrictions

Coverage 
Duration

Plan year

Other Criteria

11



apokyn
Products Affected

• APOKYN SUBCUTANEOUS SOLUTION 
CARTRIDGE

PA Criteria Criteria Details

Covered Uses All FDA-approved indications not otherwise excluded from Part D.

Exclusion 
Criteria

Concomitant therapy with 5HT3 antagonist, sulfite allergy.

Required 
Medical 
Information

Confirmed diagnosis of advanced Parkinson's disease, AND inability to 
control 'off' symptoms with any TWO of the following drugs: 
levodopa/carbidopa AND a dopamine agonist (bromocriptine, 
pramipexole, or ropinirole) or COMT inhibitor (tolcapone or entacapone) 
AND Used in combination with a non-5-HT3 antagonist antiemetic for 
initial therapy, AND Not used in combination with 5-HT3 antagonists.

Age Restrictions

Prescriber 
Restrictions

Coverage 
Duration

Plan year

Other Criteria
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aralast/zemaira
Products Affected

• ARALAST NP INTRAVENOUS 
SOLUTION RECONSTITUTED 1000 MG

• ZEMAIRA

PA Criteria Criteria Details

Covered Uses All FDA-approved indications not otherwise excluded from Part D.

Exclusion 
Criteria

Patients with IgA deficiency who have known antibodies against IgA, 
anaphylaxis or hypersensitivity to IgA products or components or a 
history of severe systemic response to A1-PI products.

Required 
Medical 
Information

Diagnosis

Age Restrictions

Prescriber 
Restrictions

Coverage 
Duration

Plan year

Other Criteria
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aranesp
Products Affected

• ARANESP (ALBUMIN FREE) INJECTION 
SOLUTION 100 MCG/ML, 200 MCG/ML, 
25 MCG/ML, 300 MCG/ML, 40 MCG/ML, 

60 MCG/ML
• ARANESP (ALBUMIN FREE) INJECTION 

SOLUTION PREFILLED SYRINGE

PA Criteria Criteria Details

Covered Uses All FDA-approved indications not otherwise excluded from Part D. 
Myelodysplastic syndrome (MDS)

Exclusion 
Criteria

Uncontrolled hypertension, known hypersensitivity to the active substance 
or any excipients.

Required 
Medical 
Information

Labs collected within 30 days of request.   AND Diagnosis of one of the 
following: A) Anemia due to chronic kidney disease (CKD) with or 
without hemodialysis and pretreatment hemaglobin is less than 10g/dl. OR 
B) Anemia in patients with non-myeloid malignancies where anemia is 
due to the effect of concomitant myelosuppressive chemotherapy and two 
additional months of chemotherapy is anticipated C) Anemia due to 
myelodysplastic syndrome (MDS).

Age Restrictions

Prescriber 
Restrictions

Coverage 
Duration

CKD (Init): 6 mo. CKD (reauth): 12 mo. Chemo(init, reauth): 3 mo. 
MDS: (init) 3 mo,(reauth) 12 mo.

Other Criteria
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arcalyst
Products Affected

• ARCALYST

PA Criteria Criteria Details

Covered Uses All FDA-approved indications not otherwise excluded from Part D.

Exclusion 
Criteria

Rilonacept is not considered medically necessary when members have the 
following concomitant conditions: Active Tuberculosis, HIV,  Hepatitis B, 
Hepatitis C,  Neonatal-Onset Multisystem inflammatory disease, or 
currently utilizing tumor necrosis factor inhibitors or interleukinn-1 
blockers.

Required 
Medical 
Information

Diagnosis of cryopyrin-associated periodic syndromes (CAPS), including 
familial cold autoinflammatory syndrome (FCAS) and Muckle-Wells 
syndrome (MWS)

Age Restrictions The patient must be 12 years and older

Prescriber 
Restrictions

Prescribed by or in consultation with an immunologist, allergist, 
dermatologist, rheumatologist, neurologist or other medical specialist.

Coverage 
Duration

Plan year

Other Criteria The medication will not be used in combination with another biologic.
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arixtra
Products Affected

• fondaparinux sodium

PA Criteria Criteria Details

Covered Uses All FDA-approved indications not otherwise excluded from Part D.

Exclusion 
Criteria

Required 
Medical 
Information

Diagnosis

Age Restrictions

Prescriber 
Restrictions

Coverage 
Duration

Plan year

Other Criteria
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armodafanil
Products Affected

• armodafinil

PA Criteria Criteria Details

Covered Uses All medically accepted indications not otherwise excluded from Part D.

Exclusion 
Criteria

Required 
Medical 
Information

Obstructive sleep apnea/hypopnea syndrome (OSAHS) (Initial): 
Diagnosis (dx) of OSAHS defined by one of the following: a) 15 or more 
obstructive respiratory events per hour of sleep confirmed by a sleep study 
(unless prescriber provides justification confirming that a sleep study is 
not feasible), or b) both of the following: 5 or more obstructive respiratory 
events per hour of sleep confirmed by a sleep study (unless prescriber 
provides justification confirming that a sleep study is not feasible), AND 1 
of the following symptoms: unintentional sleep episodes during 
wakefulness, daytime sleepiness, unrefreshing sleep, fatigue, insomnia, 
waking up breath holding/gasping/choking, loud snoring, or breathing 
interruptions during sleep. Shift-work sleep disorder (SWSD) (Initial):Dx 
of SWSD confirmed by symptoms of excessive sleepiness or insomnia for 
at least 3 months, which is associated with a work period (usually night 
work) that occurs during the normal sleep period, or sleep study 
demonstrating loss of a normal sleep-wake pattern (ie, disturbed 
chronobiologic rhythmicity). No other medical condition or medication 
accounts for the symptoms. Narcolepsy (initial): Dx of narcolepsy as 
confirmed by sleep study (unless prescriber provides justification 
confirming that a sleep study is not feasible).

Age Restrictions

Prescriber 
Restrictions

Coverage 
Duration

OSAHS (Initial): 3 months (Reauth): 12 months. SWSD (Initial, Reauth): 
3 months. Other:12 months

Other Criteria OSAHS (Reauth): Documentation of positive clinical response to prior 
therapy. SWSD (Reauth): Documentation of positive clinical response to 
prior therapy. Patient still requires treatment for SWSD. Narcolepsy 
(reauth): Documentation of positive clinical response to prior therapy.
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aubagio
Products Affected

• AUBAGIO

PA Criteria Criteria Details

Covered Uses All FDA-approved indications not otherwise excluded from Part D.

Exclusion 
Criteria

Severe hepatic impairment. Current treatment with leflunomide. Patients 
who are pregnant or women of childbearing potential not using reliable 
contraception.

Required 
Medical 
Information

Diagnosis of relapsing forms of multiple sclerosis (relapsing-remitting MS 
or progressive-relapsing MS) OR patient has experienced a first clinical 
episode and has MRI features consistent with multiple sclerosis

Age Restrictions 18 years of age or older

Prescriber 
Restrictions

Coverage 
Duration

Plan year

Other Criteria
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austedo
Products Affected

• AUSTEDO

PA Criteria Criteria Details

Covered Uses All medically accepted indications not otherwise excluded from Part D.

Exclusion 
Criteria

Required 
Medical 
Information

Chorea associated with Huntington's disease (initial): Diagnosis of Chorea 
associated with Huntington's disease.  Tardive dyskinesia (initial): 
Diagnosis of moderate to severe tardive dyskinesia.  One of the following: 
1) Patient has persistent symptoms of tardive dyskinesia despite a trial of 
dose reduction, tapering, or discontinuation of the offending medication 
OR 2) Patient is not a candidate for a trial of dose reduction, tapering, or 
discontinuation of the offending medication.

Age Restrictions

Prescriber 
Restrictions

Huntington's disease chorea (initial): Prescribed by a neurologist.  Tardive 
dyskinesia (initial):  Prescribed by or in consultation with a neurologist or 
psychiatrist.

Coverage 
Duration

initial: 3 months, Reauth: 12 months

Other Criteria All indications (Reauth): Documentation of positive clinical response to 
Austedo therapy.
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avonex
Products Affected

• AVONEX
• AVONEX PEN INTRAMUSCULAR 

• AVONEX PREFILLED 
INTRAMUSCULAR PREFILLED 
SYRINGE KIT

PA Criteria Criteria Details

Covered Uses All FDA-approved indications not otherwise excluded from Part D.

Exclusion 
Criteria

Hypersensitivity to human albumin (Avonex(R) lyophilized powder vials 
and Rebif(R) prefilled syringes), hypersensitivity to natural or 
recombinant interferon

Required 
Medical 
Information

Multiple Sclerosis (MS): Diagnosis of a relapsing form of MS (eg, 
relapsing-remitting MS, secondary-progressive MS with relapses, 
progressive-relapsing MS with relapses).

Age Restrictions

Prescriber 
Restrictions

Prescribing physician must be a neurologist

Coverage 
Duration

Plan Year

Other Criteria Home or LTC administration covered under Medicare Part D.  Physician 
office or healthcare setting administration, redirect for Medicare Part B 
coverage.
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baraclude
Products Affected

• BARACLUDE ORAL SOLUTION
• entecavir

PA Criteria Criteria Details

Covered Uses All FDA-approved indications not otherwise excluded from Part D.

Exclusion 
Criteria

Required 
Medical 
Information

Diagnosis of chronic hepatitis B AND patient is HBsAg-positive for at 
least 6 months AND For HBeAg-positive patients, serum HBV DNA 
greater than 20,000 IU/mL (105 copies per mL) and for HBeAg-negative 
patients, serum HBV DNA greater than 2,000 IU/mL (104 copies/mL) 
AND Patient has evidence of persistent elevations in serum 
aminotransferase (ALT or AST) at least 2 times the upper limit of normal 
or histologically active disease (i.e. necroinflammation on biopsy) AND 
patient is receiving anti-retroviral therapy if the patient has HIV co-
infection

Age Restrictions 2 years of age or older

Prescriber 
Restrictions

Coverage 
Duration

Plan year

Other Criteria For renewal, patient must be HBeAg negative and have not had HBsAg 
clearance OR HBeAg positive and have detectable HBV DNA and have 
not been anti-Hbe for at least 6 months
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benlysta
Products Affected

• BENLYSTA SUBCUTANEOUS

PA Criteria Criteria Details

Covered Uses All FDA-approved indications not otherwise excluded from Part D.

Exclusion 
Criteria

Receiving other biologic therapy or intravenous cyclophosphamide

Required 
Medical 
Information

Diagnosis of active, autoantibody-positive (acceptable assays include 
ANA, anti-ds-DNA, anti-Sm, etc.) systemic lupus erythematosus AND 
patient is currently receiving one or more of the following standard 
therapies: corticosteroids, antimalarials, NSAIDs, immunosuppressants.

Age Restrictions 18 years of age or older

Prescriber 
Restrictions

Coverage 
Duration

Plan year

Other Criteria
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benztropine hrm
Products Affected

• benztropine mesylate oral

PA Criteria Criteria Details

Covered Uses All FDA-approved indications not otherwise excluded from Part D.

Exclusion 
Criteria

Required 
Medical 
Information

Diagnosis: AND, 1.) The prescribing physician has been made aware that 
the requested drug is considered a high risk medication for elderly patients 
(age 65 and older) and wishes to proceed with the originally prescribed 
medication.

Age Restrictions Applies to patients 65 years or older

Prescriber 
Restrictions

Coverage 
Duration

Plan year

Other Criteria
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berinert
Products Affected

• BERINERT

PA Criteria Criteria Details

Covered Uses All FDA-approved indications not otherwise excluded from Part D.

Exclusion 
Criteria

Required 
Medical 
Information

Treatment of hereditary angioedema (HAE) attacks: Diagnosis of HAE. 
For the treatment of acute HAE attacks. Not used in combination with 
other approved treatments for acute HAE attacks (eg, Firazyr, Kalbitor, or 
Ruconest).

Age Restrictions

Prescriber 
Restrictions

HAE: Prescribed by an immunologist, allergist, or rheumatologist

Coverage 
Duration

Plan year

Other Criteria
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betaseron
Products Affected

• BETASERON SUBCUTANEOUS KIT

PA Criteria Criteria Details

Covered Uses All FDA-approved indications not otherwise excluded from Part D.

Exclusion 
Criteria

Hypersensitivity to E. coli-derived products, natural or recombinant 
interferon beta, albumin human or any other component of the formulation

Required 
Medical 
Information

Diagnosis of relapsing form of multiple sclerosis OR diagnosis of first 
clinical episode and MRI features consistent with MS

Age Restrictions

Prescriber 
Restrictions

Prescribing physician must be a neurologist

Coverage 
Duration

Plan year

Other Criteria Home or LTC administration covered under Medicare Part D.  Physician 
office or healthcare setting administration, redirect for Medicare Part B 
coverage.
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bosulif
Products Affected

• BOSULIF

PA Criteria Criteria Details

Covered Uses All FDA-approved indications not otherwise excluded from Part D.

Exclusion 
Criteria

Required 
Medical 
Information

Under CMS Review

Age Restrictions 18 years of age or older

Prescriber 
Restrictions

Prescribed by or in consultation with an oncologist or hematologist

Coverage 
Duration

Plan year

Other Criteria ONLY APPLIES TO NEW START

26



butrans
Products Affected

• buprenorphine transdermal patch weekly 10 
mcg/hr, 15 mcg/hr, 20 mcg/hr, 5 mcg/hr

• BUTRANS TRANSDERMAL PATCH 
WEEKLY 7.5 MCG/HR

PA Criteria Criteria Details

Covered Uses All FDA-approved indications not otherwise excluded from Part D.

Exclusion 
Criteria

Significant respiratory depression or severe bronchial asthma. Known or 
suspected paralytic ileus. The medication will not be used for one of the 
following: management of acute pain or requires opioid analgesia for a 
short period of time (management of post-operative pain, including use 
after outpatient or day surgeries), management of mild pain, or 
management of intermittent pain (e.g., use on an as needed basis). Part D 
coverage is not allowed if Patient is in Hospice.

Required 
Medical 
Information

Patient has a diagnosis of moderate to severe chronic pain requiring 
continuous, around-the-clock opioid analgesic for an extended period of 
time (At least 2 weeks) AND patient tried and failed, is unable to tolerate, 
or has a contraindication to at least one therapy from each of the following 
two drug categories: NSAIDs and generic extended-release opioid product 
and/or opioid combination product, unless the patient has documented 
swallowing difficulties.

Age Restrictions 18 years of age or older (does not apply to hospice patients)

Prescriber 
Restrictions

Coverage 
Duration

Plan year

Other Criteria
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cabometyx
Products Affected

• CABOMETYX

PA Criteria Criteria Details

Covered Uses All FDA-approved indications not otherwise excluded from Part D.

Exclusion 
Criteria

Required 
Medical 
Information

Renal cell carcinoma (RCC): Diagnosis of RCC. RCC is advanced. 
History of failure, contraindication, or intolerance to at least one prior 
anti-angiogenic therapy [e.g., Nexavar (sorafenib), Sutent (sunitinib)].

Age Restrictions

Prescriber 
Restrictions

Prescribed by or in consultation with an oncologist.

Coverage 
Duration

Plan year

Other Criteria ONLY APPLIES TO NEW START
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caprelsa
Products Affected

• CAPRELSA ORAL TABLET 100 MG, 300 
MG

PA Criteria Criteria Details

Covered Uses All FDA-approved indications not otherwise excluded from Part D.

Exclusion 
Criteria

Congenital long QT syndrome

Required 
Medical 
Information

Diagnosis of symptomatic or progressive medullary thyroid cancer with 
unresectable locally advanced or metastatic disease

Age Restrictions

Prescriber 
Restrictions

Prescribed by or in consultation with  oncologist or endocrinologist.

Coverage 
Duration

Plan year

Other Criteria ONLY APPLIES TO NEW START
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carbaglu
Products Affected

• CARBAGLU

PA Criteria Criteria Details

Covered Uses All FDA-approved indications not otherwise excluded from Part D.

Exclusion 
Criteria

Required 
Medical 
Information

Diagnosis of N-acetyl glutamate synthase (NAGS) deficiency AND 
patient is experiencing either acute or chronic hyperammonemia.

Age Restrictions

Prescriber 
Restrictions

Coverage 
Duration

Plan year

Other Criteria
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cayston
Products Affected

• CAYSTON

PA Criteria Criteria Details

Covered Uses All FDA-approved indications not otherwise excluded from Part D.

Exclusion 
Criteria

Required 
Medical 
Information

Diagnosis of cystic fibrosis AND patient has evidence of P. aeruginosa in 
the lungs

Age Restrictions 7 years of age or older

Prescriber 
Restrictions

Coverage 
Duration

Plan year

Other Criteria
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cesamet
Products Affected

• CESAMET

PA Criteria Criteria Details

Covered Uses All FDA-approved indications not otherwise excluded from Part D.

Exclusion 
Criteria

Required 
Medical 
Information

Diagnosis of chemotherapy-induced nausea and vomiting AND patient 
has tried and failed one conventional antiemetic treatments (e.g., 
aprepitant/fosaprepitant, dexamethasone, ondansetron, or 
metoclopramide) AND patient has tried and failed dronabinol.

Age Restrictions

Prescriber 
Restrictions

Coverage 
Duration

6 months

Other Criteria
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cholbam
Products Affected

• CHOLBAM

PA Criteria Criteria Details

Covered Uses All FDA-approved indications not otherwise excluded from Part D.

Exclusion 
Criteria

Required 
Medical 
Information

Bile acid synthesis disorders due to single enzyme defects (BAS) (initial): 
diagnosis of a bile acid synthesis disorder due to a single enzyme defect. 
Peroxisomal disorders (PD) (initial): All of the following: 1) diagnosis of 
peroxisomal disorder, 2) patient exhibits at least one of the following: a) 
liver disease (eg, jaundice, elevated serum transaminases), OR b) 
steatorrhea, OR c) complications from decreased fat-soluble vitamin 
absorption (eg, poor growth), AND 3) Cholbam will be used as an 
adjunctive treatment.

Age Restrictions

Prescriber 
Restrictions

Prescribed by a hepatologist, medical geneticist, pediatric 
gastroenterologist, OR other specialist that treats inborn errors of 
metabolism.

Coverage 
Duration

Plan year

Other Criteria Reauthorization: documentation of positive clinical response to Cholbam 
therapy
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cialis
Products Affected

• CIALIS ORAL TABLET 2.5 MG, 5 MG

PA Criteria Criteria Details

Covered Uses All FDA-approved indications not otherwise excluded from Part D.

Exclusion 
Criteria

Coverage is not provided for erectile dysfunction without signs and 
symptoms of BPH or concurrent use with nitrates.

Required 
Medical 
Information

Patient has a diagnosis of benign prostatic hyperplasia (BPH) AND 1.) 
Tadalafil 2.5 mg or 5 mg is being requested AND 2.) Patient has 
experienced intolerance to or treatment failure with an alpha-blocker (e.g. 
doxazosin, prazosin, tamsulosin) and a 5-alpha reductase inhibitors (e.g. 
Avodart, finasteride).

Age Restrictions

Prescriber 
Restrictions

Coverage 
Duration

Plan year

Other Criteria
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cimzia
Products Affected

• CIMZIA PREFILLED
• CIMZIA SUBCUTANEOUS KIT 2 X 200 

MG

PA Criteria Criteria Details

Covered Uses All FDA-approved indications not otherwise excluded from Part D.

Exclusion 
Criteria

Active serious infection (including tuberculosis)

Required 
Medical 
Information

Rheumatoid Arthritis (RA, initial): Diagnosis (dx) of moderately to 
severely active RA. Crohn's Disease (CD, initial): Dx of moderately to 
severely active CD. History (Hx) of failure, contraindication, or 
intolerance (F/C/I) to one of the following conventional therapies: 6-
mercaptopurine (Purinethol), Azathioprine (Imuran), Corticosteroid (eg, 
prednisone, methylprednisolone), Methotrexate (Rheumatrex, Trexall). Hx 
of F/C/I to Humira OR for continuation of prior Cimzia therapy. Psoriatic 
Arthritis (PsA, initial): Dx of active PsA.  Ankylosing Spondylitis (AS, 
initial): Dx of active AS. RA, AS (initial): Hx of F/C/I to Enbrel and 
Humira OR for continuation of prior Cimzia therapy. PsA: Hx of F/C/I to 
Cosentyx and either Humira or Enbrel OR for continuation of prior 
Cimzia therapy.

Age Restrictions 18 years of age or older

Prescriber 
Restrictions

Prescribed by or in consulation with a gastroenterologist, rheumatologist, 
dermatologist or rheumatologist.

Coverage 
Duration

Under CMS Review

Other Criteria Patient has been tested for TB and latent TB has been ruled out or is being 
treated.

35



cinryze
Products Affected

• CINRYZE

PA Criteria Criteria Details

Covered Uses All FDA-approved indications not otherwise excluded from Part D.

Exclusion 
Criteria

History of life-threatening immediate hypersensitivity reactions, including 
anaphylaxis to the product.

Required 
Medical 
Information

Diagnosis of hereditary angioedema AND Medication will be used for 
routine prophylaxis against angioedema AND patient has History of 
failure, contraindication, or intolerance of one of the following: 17-alpha 
alkylated androgen (eg, danazol, oxandrolone) or antifibrinolytics (eg, 
tranexamic acid).

Age Restrictions

Prescriber 
Restrictions

Prescribed by an immunologist, allergist, or rheumatologist

Coverage 
Duration

Plan year

Other Criteria
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cometriq
Products Affected

• COMETRIQ (100 MG DAILY DOSE)
• COMETRIQ (140 MG DAILY DOSE)

• COMETRIQ (60 MG DAILY DOSE)

PA Criteria Criteria Details

Covered Uses All FDA-approved indications not otherwise excluded from Part D.

Exclusion 
Criteria

Gastrointestinal perforation. Fistula. Severe hemorrhage.

Required 
Medical 
Information

Diagnosis of progressive, metastatic medullary thyroid cancer.

Age Restrictions

Prescriber 
Restrictions

Prescribed by or in consultation with oncologist/ hematologist or 
Endocrinologist.

Coverage 
Duration

Plan year

Other Criteria

37



copaxone
Products Affected

• glatiramer acetate
• GLATOPA

PA Criteria Criteria Details

Covered Uses All FDA-approved indications not otherwise excluded from Part D.

Exclusion 
Criteria

Required 
Medical 
Information

Diagnosis of relapsing-remitting multiple sclerosis OR diagnosis of first 
clinical episode with MRI features consistent with multiple sclerosis.

Age Restrictions 18 years of age or older

Prescriber 
Restrictions

Coverage 
Duration

Plan year

Other Criteria
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corlanor
Products Affected

• CORLANOR

PA Criteria Criteria Details

Covered Uses All FDA-approved indications not otherwise excluded from Part D.

Exclusion 
Criteria

Blood Pressure less than 90/50, severe hepatic impairment, Atrial 
fibrillation.

Required 
Medical 
Information

Chronic heart failure (CHF) (initial): Diagnosis of CHF with NYHA Class 
II, III, or IV symptoms. Left ventricular ejection fraction less than or equal 
to 35%. Patient is in sinus rhythm with a resting heart rate of greater than 
or equal to 70 BPM and has been hospitalized for worsening HF in the 
previous 12 months. History of failure, intolerance, or contraindication to 
maximally tolerated doses of at least one beta-blocker with proven 
mortality benefit (i.e., carvedilol, bisoprolol, sustained-release metoprolol) 
AND history of failure, intolerance, or contraindication to maximally 
tolerated doses of an ACE inhibitor or ARB.

Age Restrictions

Prescriber 
Restrictions

CHF (initial): Prescribed by or in consultation with a cardiologist

Coverage 
Duration

Plan year

Other Criteria
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cosentyx
Products Affected

• COSENTYX 300 DOSE
• COSENTYX SENSOREADY 300 DOSE

PA Criteria Criteria Details

Covered Uses All FDA-approved indications not otherwise excluded from Part D.

Exclusion 
Criteria

Required 
Medical 
Information

Plaque psoriasis (Initial): Diagnosis of moderate to severe plaque 
psoriasis. One of the following: Failure, contraindication, or intolerance to 
Enbrel (etanercept) OR Humira (adalimumab), OR for continuation of 
prior Cosentyx therapy. Psoriatic Arthritis (PsA) (Initial): Diagnosis of 
active PsA. One of the following: Failure, contraindication, or intolerance 
to both either Enbrel (etanercept) or and Humira (adalimumab), OR for 
continuation of prior Cosentyx therapy. Ankylosing Spondylitis (AS) 
(Initial): Diagnosis of active AS. One of the following: Failure, 
contraindication, or intolerance to both either Enbrel (etanercept) and or 
Humira (adalimumab), OR for continuation of prior Cosentyx therapy. All 
indications (Initial, reauth): Patient is not receiving Cosentyx in 
combination with a biologic DMARD  [eg,  Enbrel (etanercept), Humira 
(adalimumab), Cimzia (certolizumab), Simponi (golimumab)]. Patient is 
not receiving Cosentyx in combination with a Janus kinase inhibitor [eg, 
Xeljanz (tofacitinib)]. For a diagnosis of PsA or plaque psoriasis, Patient 
is not receiving Cosentyx in combination with a phosphodiesterase 4 
(PDE4) inhibitor [e.g., Otezla (apremilast)].

Age Restrictions

Prescriber 
Restrictions

Plaque psoriasis (Initial): Prescribed by or in consultation with a 
dermatologist. PsA (Initial): Prescribed by or in consultation with a 
rheumatologist or dermatologist. AS (Initial): Prescribed by or in 
consultation with a rheumatologist.

Coverage 
Duration

Plan year

Other Criteria All indications (Reauth): Documentation of positive clinical response to 
Cosentyx therapy.
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cotellic
Products Affected

• COTELLIC

PA Criteria Criteria Details

Covered Uses All FDA-approved indications not otherwise excluded from Part D.

Exclusion 
Criteria

Required 
Medical 
Information

Melanoma: Diagnosis of unresectable or metastatic melanoma. Patient has 
a BRAF V600E or V600K mutation as detected by an FDA-approved test 
(e.g., cobas 4800 BRAF V600 Mutation Test) or performed at a facility 
approved by Clinical Laboratory Improvement Amendments (CLIA). 
Used in combination with vemurafenib.

Age Restrictions

Prescriber 
Restrictions

Prescribed by or in consultation with an oncologist

Coverage 
Duration

Plan year

Other Criteria Approve for continuation of prior therapy.
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cyclobenzaprine hrm
Products Affected

• cyclobenzaprine hcl oral tablet 10 mg, 5 mg

PA Criteria Criteria Details

Covered Uses All FDA-approved indications not otherwise excluded from Part D.

Exclusion 
Criteria

Required 
Medical 
Information

Diagnosis: AND, 1.) The prescribing physician has been made aware that 
the requested drug is considered a high risk medication for elderly patients 
(age 65 and older) and wishes to proceed with the originally prescribed 
medication

Age Restrictions Applies to patients 65 years or older

Prescriber 
Restrictions

Coverage 
Duration

Plan year

Other Criteria
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cyproheptadine hrm
Products Affected

• cyproheptadine hcl oral

PA Criteria Criteria Details

Covered Uses All FDA-approved indications not otherwise excluded from Part D.

Exclusion 
Criteria

Required 
Medical 
Information

Diagnosis: AND, 1.) The prescribing physician has been made aware that 
the requested drug is considered a high risk medication for elderly patients 
(age 65 and older) and wishes to proceed with the originally prescribed 
medication, OR, 2.) Patient has tried and failed TWO non-high risk 
formulary alternatives such as desloratadine and levocetirizine.

Age Restrictions Applies to patients 65 years or older

Prescriber 
Restrictions

Coverage 
Duration

Plan year

Other Criteria
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cystaran
Products Affected

• CYSTARAN

PA Criteria Criteria Details

Covered Uses All FDA-approved indications not otherwise excluded from Part D.

Exclusion 
Criteria

Required 
Medical 
Information

Cystinosis: Diagnosis of cystinosis, confirmed by elevated leukocyte 
cystine levels (LCL), genetic analysis of the CTNS gene or corneal 
cystine crystal accumulation AND Patient is concomitantly receiving 
treatment with oral cysteamine

Age Restrictions

Prescriber 
Restrictions

Coverage 
Duration

Plan year

Other Criteria
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daklinza
Products Affected

• DAKLINZA

PA Criteria Criteria Details

Covered Uses All FDA-approved indications not otherwise excluded from Part D.

Exclusion 
Criteria

Required 
Medical 
Information

Diagnosis of HCV and lab data confirming positive HCV RNA level, 
taken within the previous 6 months. Criteria will be applied consistent 
with current AASLD/IDSA guideline. For Genotype 1: 1) Patient has a 
contraindication or intolerance to Harvoni, and used in combination with 
Sovaldi.  2) Genotype 2 and 3: Used in combination with Sovaldi. HCV 
co-infected with HIV: Used in combination with Sovaldi.

Age Restrictions

Prescriber 
Restrictions

Prescribed by or in consultation with one of the following: Hepatologist, 
Gastroenterologist, Infectious disease specialist, HIV specialist certified 
through the American Academy of HIV Medicine

Coverage 
Duration

12 to 24 weeks. Criteria will be applied consistent with current 
AASLD/IDSA guideline

Other Criteria
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daliresp
Products Affected

• DALIRESP

PA Criteria Criteria Details

Covered Uses All FDA-approved indications not otherwise excluded from Part D.

Exclusion 
Criteria

Moderate to severe liver impairment (Child-Pugh B or C)

Required 
Medical 
Information

Chronic Obstructive Pulmonary Disease (COPD): (Initial) Diagnosis of 
severe COPD. Patient has chronic bronchitis. 
Failure/contraindication/intolerance to two prior therapies for COPD.

Age Restrictions 18 years of age or older

Prescriber 
Restrictions

Coverage 
Duration

Plan year

Other Criteria
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daraprim
Products Affected

• DARAPRIM

PA Criteria Criteria Details

Covered Uses Under CMS Review

Exclusion 
Criteria

Required 
Medical 
Information

Toxoplasmosis: 1) Patient is using Daraprim for the treatment of 
toxoplasmic encephalitis, secondary prophylaxis of toxoplasmic 
encephalitis, or treatment of congenital toxoplasmosis OR 2) Patient is 
using Daraprim for the primary prophylaxis of toxoplasmic encephalitis, 
patient has experienced intolerance to prior prophylaxis with 
trimethoprim-sulfamethoxazole (TMP-SMX), and one of the following: 
patient has been re-challenged with TMP-SMX using a desensitization 
protocol and is still unable to tolerate, or evidence of life-threatening 
reaction to TMP-SMX in the past (eg, toxic epidermal necrolysis, 
Stevens-Johnson syndrome). Malaria: Patient is using Daraprim for the 
treatment of acute malaria or chemoprophylaxis of malaria. Patient does 
not have megaloblastic anemia due to folate deficiency. The provider 
acknowledges that Daraprim is not recommended by the Centers for 
Disease Control and Prevention (CDC) for the treatment and/or 
prophylaxis of malaria.

Age Restrictions

Prescriber 
Restrictions

Prescribed by or in consultation with an infectious disease specialist

Coverage 
Duration

Plan year

Other Criteria
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dementia agents (high risk medications)
Products Affected

• ergoloid mesylates oral

PA Criteria Criteria Details

Covered Uses All FDA-approved indications not otherwise excluded from Part D.

Exclusion 
Criteria

Required 
Medical 
Information

Diagnosis: AND, 1.) The prescribing physician has been made aware that 
the requested drug is considered a high risk medication for elderly patients 
(age 65 and older) and wishes to proceed with the originally prescribed 
medication, OR, 2.) Patient has already tried and failed any ONE non-high 
risk formulary alternative (donepezil or galantamine)

Age Restrictions Applies to patients 65 years or older

Prescriber 
Restrictions

Coverage 
Duration

Plan year

Other Criteria
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desoxyn
Products Affected

• methamphetamine hcl

PA Criteria Criteria Details

Covered Uses All FDA-approved indications not otherwise excluded from Part D.

Exclusion 
Criteria

Diagnosis of Obesity

Required 
Medical 
Information

Diagnosis

Age Restrictions 6 years of age or older

Prescriber 
Restrictions

Coverage 
Duration

Plan year

Other Criteria
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diclofenac 1% gel
Products Affected

• diclofenac sodium transdermal

PA Criteria Criteria Details

Covered Uses All FDA-approved indications not otherwise excluded from Part D.

Exclusion 
Criteria

History of severe allergic-type reactions after taking aspirin or other non-
steroidal anti-inflammatory (NSAIDs), including urticaria and asthma 
(aspirin-sensitive asthma). Treatment of peri-operative pain in the setting 
of coronary artery bypass graft surgery.

Required 
Medical 
Information

Osteoarthritis pain in joints: Diagnosis of osteoarthritis pain in joints (eg, 
ankle, elbow, foot, hand, knee, wrist). Patient meets one of the following: 
1) Treatment failure with at least two of the following prescription 
strength oral non-steroidal anti-inflammatory drugs (NSAIDs). celecoxib, 
meloxicam, diclofenac, naproxen, ibuprofen  OR 2) Documented 
swallowing disorder OR 3) History of peptic ulcer disease/gastrointestinal 
bleed OR 4) Patient is older than 65 years of age with one additional risk 
factor for gastrointestinal adverse events (e.g. use of anticoagulants, 
chronic corticosteroids).

Age Restrictions

Prescriber 
Restrictions

Coverage 
Duration

Plan year

Other Criteria
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diclofenac 1.5% soln
Products Affected

• diclofenac sodium transdermal

PA Criteria Criteria Details

Covered Uses All FDA-approved indications not otherwise excluded from Part D.

Exclusion 
Criteria

History of severe allergic-type reactions after taking aspirin or other non-
steroidal anti-inflammatory (NSAIDs), including urticaria and asthma 
(aspirin-sensitive asthma). Treatment of peri-operative pain in the setting 
of coronary artery bypass graft surgery.

Required 
Medical 
Information

Osteoarthritis of the knees (initial): Diagnosis of osteoarthritis of the 
knees. Patient meets one of the following: 1) Treatment failure with at 
least two prescription strength oral non-steroidal anti-inflammatory drugs 
(NSAIDs) OR 2) Documented swallowing disorder OR 3) History of 
peptic ulcer disease/gastrointestinal bleed OR 4) Patient is older than 65 
years of age with one additional risk factor for gastrointestinal adverse 
events (e.g. use of anticoagulants, chronic corticosteroids).

Age Restrictions

Prescriber 
Restrictions

Coverage 
Duration

Plan year

Other Criteria
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diclofenac 3% gel
Products Affected

• diclofenac sodium transdermal

PA Criteria Criteria Details

Covered Uses All FDA-approved indications not otherwise excluded from Part D.

Exclusion 
Criteria

History of severe allergic-type reactions after taking aspirin or other non-
steroidal anti-inflammatory (NSAIDs), including urticaria and asthma 
(aspirin-sensitive asthma). Treatment of peri-operative pain in the setting 
of coronary artery bypass graft surgery.

Required 
Medical 
Information

Actinic Keratosis (AK): Diagnosis: 1) Treatment failure or intolerance to 
topical fluorouracil cream or solution.

Age Restrictions

Prescriber 
Restrictions

Prescribed by or in consultation with an Dermatologist

Coverage 
Duration

Plan year

Other Criteria
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digoxin hrm
Products Affected

• DIGITEK ORAL TABLET 250 MCG
• digoxin oral tablet 250 mcg

PA Criteria Criteria Details

Covered Uses All FDA-approved indications not otherwise excluded from Part D.

Exclusion 
Criteria

Required 
Medical 
Information

Diagnosis: AND, 1.) The prescribing physician has been made aware that 
the requested drug is considered a high risk medication for elderly patients 
(age 65 and older) and wishes to proceed with the originally prescribed 
medication AND lab work demostrating safe blood levels.

Age Restrictions Applies to patients 65 years or older

Prescriber 
Restrictions

Coverage 
Duration

Plan year

Other Criteria
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disopyramide hrm
Products Affected

• disopyramide phosphate oral

PA Criteria Criteria Details

Covered Uses All FDA-approved indications not otherwise excluded from Part D.

Exclusion 
Criteria

Required 
Medical 
Information

Diagnosis: AND, 1.) The prescribing physician has been made aware that 
the requested drug is considered a high risk medication for elderly patients 
(age 65 and older) and wishes to proceed with the originally prescribed 
medication

Age Restrictions Applies to patients 65 years or older

Prescriber 
Restrictions

Coverage 
Duration

Plan year

Other Criteria
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doxepin hrm
Products Affected

• doxepin hcl oral

PA Criteria Criteria Details

Covered Uses All medically accepted indications not otherwise excluded from Part D.

Exclusion 
Criteria

Required 
Medical 
Information

Diagnosis: AND, 1.) The prescribing physician has been made aware that 
the requested drug is considered a high risk medication for elderly patients 
(age 65 and older) and wishes to proceed with the originally prescribed 
medication, OR, 2.) Patient has tried and failed TWO of the following 
non-high risk formulary alternatives for Depression: paroxetine, sertraline, 
venlafaxine, duloxetine, citalopram, escitalopram, fluoxetine, and 
trazodone.

Age Restrictions Applies to patients 65 years or older

Prescriber 
Restrictions

Coverage 
Duration

Plan year

Other Criteria
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duopa
Products Affected

• DUOPA ENTERAL

PA Criteria Criteria Details

Covered Uses All FDA-approved indications not otherwise excluded from Part D.

Exclusion 
Criteria

Required 
Medical 
Information

Parkinson's disease (PD) (Initial): Diagnosis of PD. Patient is levodopa-
responsive and experiences disabling Off periods for a minimum of 3 
hours/day. Disabling Off periods occur despite therapy with both of the 
following: a) oral levodopa-carbidopa and b) one drug from a different 
class of anti-Parkinson's disease therapy (eg, COMT inhibitor 
[entacapone, tolcapone], MAO-B inhibitor [selegiline, rasagiline], 
dopamine agonist [pramipexole, ropinirole]).

Age Restrictions

Prescriber 
Restrictions

PD (Initial): Prescribed by or in consultation with a neurologist

Coverage 
Duration

Plan year

Other Criteria Subject to Part B vs. Part D review. PD (Reauth): Documentation of 
positive clinical response to Duopa therapy.
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egrifta
Products Affected

• EGRIFTA SUBCUTANEOUS SOLUTION 
RECONSTITUTED 1 MG

PA Criteria Criteria Details

Covered Uses All FDA-approved indications not otherwise excluded from Part D.

Exclusion 
Criteria

Required 
Medical 
Information

HIV-associated lipodystrophy (initial): All of the following: 1) diagnosis 
of HIV-associated lipodystrophy, 2) one of the following: a) waist-
circumference of greater than or equal to 95 cm (37.4 inches) in men, OR 
b) waist-circumference of greater than or equal to 94 cm (37 inches) for 
women, 3) one of the following: a) Waist-to-hip ratio of greater than or 
equal to 0.94 for men, OR b) waist-to-hip ratio of greater than or equal to 
0.88 for women, 4) body mass index (BMI) greater than 20 kg/m^2, AND 
5) fasting blood glucose (FBG) levels less than or equal to 150 mg/dL 
(8.33 mmol/L), AND 6) patient has been on a stable regimen of 
antiretrovirals (eg, NRTIs, NNRTI, Protease Inhibitors, Integrase 
Inhibitors) for at least 8 weeks.

Age Restrictions 18 years of age or older for initial coverage

Prescriber 
Restrictions

Coverage 
Duration

6 months for initial and reauthorization

Other Criteria reauth: documentation of clinical improvement (eg, improvement in 
visceral adipose tissue [VAT], decrease in waist circumference, belly 
appearance, etc) while on Egrifta therapy.
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eligard/leuprolide
Products Affected

• ELIGARD SUBCUTANEOUS KIT 22.5 
MG, 7.5 MG

• leuprolide acetate injection
• LUPRON DEPOT (1-MONTH) 

INTRAMUSCULAR KIT 3.75 MG
• LUPRON DEPOT (3-MONTH) 

INTRAMUSCULAR KIT 22.5 MG

PA Criteria Criteria Details

Covered Uses All medically accepted indications not otherwise excluded from Part D.

Exclusion 
Criteria

Required 
Medical 
Information

Must have a dx of at least one: Prostate Cancer, Endometrioisis, Uterine 
Leiomyomata (Fibroids), Central Precocious Puberty, Amenorrhea.

Age Restrictions

Prescriber 
Restrictions

Coverage 
Duration

Plan Year

Other Criteria Home or LTC administration covered under Medicare Part D.  Physician 
office or healthcare setting administration, redirect for Medicare Part B 
coverage.  Applies to new starts only for Prostatic Carcinoma.
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emsam
Products Affected

• EMSAM

PA Criteria Criteria Details

Covered Uses All FDA-approved indications not otherwise excluded from Part D.

Exclusion 
Criteria

Required 
Medical 
Information

Diagnosis of Major Depressive disorder AND Failure of two (2) preferred 
antidepressants which should be from different classes of antidepressants, 
one of which should be Mirtazapine orally disintegrating tablets for 
patients unable to swallow tablets/capsules

Age Restrictions

Prescriber 
Restrictions

Coverage 
Duration

Plan year

Other Criteria Patient must have tried at least 2 of the following Preferred agents, one 
which should be mirtazapine ODT: Fluoxetine capsules, Paroxetine, 
Citalopram, Bupropion, Mirtazapine/ Mirtazapine ODT, Trazodone, 
Amitriptyline, or Venlafaxine. Recommended treatment dose of Emsam is 
6mg/24hr, maximum dose is 12mg/24hr. ONLY APPLIES TO NEW 
STARTS
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enbrel
Products Affected

• ENBREL SUBCUTANEOUS SOLUTION 
PREFILLED SYRINGE

• ENBREL SUBCUTANEOUS SOLUTION 

RECONSTITUTED
• ENBREL SURECLICK SUBCUTANEOUS 

PA Criteria Criteria Details

Covered Uses All FDA-approved indications not otherwise excluded from Part D.

Exclusion 
Criteria

Patients with sepsis or active infection

Required 
Medical 
Information

Rheumatoid Arthritis(RA): diagnosis of moderate to severe, active RA 
and documented failure, intolerance or contraindication of adequate trial, 
defined by the ACR, of one DMARD (Methotrexate, leflunomide, 
sulfasalazine, hydroxychloroquine, azathioprine) and one NSAID 
(ibuprofen, naproxen, ketoprofen, meloxicam). Ankylosing Spondylitis: 
documented failure, intolerance or contraindication of maximum doses of 
at least 2 nonsteroidal anti-inflammatory drugs (NSAIDS) OR a cyclo-
oxygenase (COX)-2-selective inhibitor. Psoriatic arthritis: diagnosis of 
moderate to severe disease with documented failure, intolerance or 
contraindication to at least 2 different preferred drugs.  Preferred drugs 
include: methotrexate, sulfasalazine, hydroychloroquine, azathioprine, 
lefludomide AND/OR NSAIDs including ibuprofen, naproxen, 
ketoprofen, meloxicam. Moderate to severe Plaque Psoriasis affecting 
greater than 5% of BSA: Failure,  intolerance or contraindication of two 
oral agents for at least 3 consecutive months (agents may be methotrexate, 
cyclosporine, sulfasalazine etc.) OR a steroid therapy OR either topical 
steroids or Tazorac (tazorotene), OR UVB phototherapy and/or PUVA 
therapy.

Age Restrictions

Prescriber 
Restrictions

RA (Initial), PJIA (Initial),  AS (Initial): Prescribed by or in consultation 
with a rheumatologist. PsA (Initial): Prescribed by or in consultation with 
a rheumatologist or dermatologist. Plaque Psoriasis (Initial): Prescribed by 
or in consultation with a dermatologist.

Coverage 
Duration

Plan year

Other Criteria
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entresto
Products Affected

• ENTRESTO

PA Criteria Criteria Details

Covered Uses All FDA-approved indications not otherwise excluded from Part D.

Exclusion 
Criteria

Excluded if patient has a history of angioedema associated with use of the 
following: Angiotensin converting enzyme (ACE) Inhibitor therapy, 
Angiotensin receptor blocker (ARB) therapy. Patient is pregnant. Patient 
is taking aliskiren. Patient is also taking ACE Inhibitor or ARB.

Required 
Medical 
Information

Heart failure (HF) (initial): Diagnosis of heart failure (with or without 
hypertension). Ejection fraction is less than or equal to 40 percent. Heart 
failure is classified as NYHA Class II, III or IV. Patient is receiving 
concomitant therapy with one of the following beta-blockers at a 
maximally tolerated dose or has a contraindication or intolerance to beta-
blocker therapy: bisoprolol, carvedilol or metoprolol succinate.

Age Restrictions

Prescriber 
Restrictions

HF (initial): Prescribed by or in consultation with a cardiologist

Coverage 
Duration

Plan year

Other Criteria
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epclusa
Products Affected

• EPCLUSA

PA Criteria Criteria Details

Covered Uses All FDA-approved indications not otherwise excluded from Part D.

Exclusion 
Criteria

Required 
Medical 
Information

Criteria will be applied consistent with current AASLD/IDSA guideline 
and the following: Diagnosis of Chronic hepatitis C infection and A) lab 
data confirming positive HCV RNA level, taken within the previous 6 
months, AND B) HCV genotype 1a, 1b, 2, 3, 4, 5, or 6, without cirrhosis, 
with compensated cirrhosis or decompensated cirrhosis.

Age Restrictions

Prescriber 
Restrictions

Infectious disease, gastroenterology, hepatologist

Coverage 
Duration

Duration: 12  weeks.

Other Criteria

62



epogen
Products Affected

• EPOGEN INJECTION SOLUTION 10000 
UNIT/ML, 2000 UNIT/ML, 20000 

PA Criteria Criteria Details

Covered Uses All medically accepted indications not otherwise excluded from Part D.

Exclusion 
Criteria

Pre-treatment Hct greater than 36%, patients not receiving iron 
supplementation if iron stores are inadequate, unspecified diagnosis of 
anemia, uncontrolled hypertension. Patients with an allergy to albumin, or 
any component of epoetin or allergy to mammalian cell-derived products

Required 
Medical 
Information

Diagnosis with corresponding criteria outlined below, no active 
gastrointestinal bleed and lab data within 30 days prior to request. Anemia 
associated with one of the following: Chronic renal failure patients on 
dialysis with hgb less than 10g/dL (prior to treatment) or non dialiysis 
patients with hgb less than 10g/dL AND transferrin saturation should be at 
least 20% AND ferritin at least 100ng/mL. Anemia with HIV (Initial): 
Anemia by lab values (Hgb less than 12 g/dL or Hct less than 36%) 
collected within 30 days of request. Serum erythropoietin level less than 
or equal to 500 mU/mL. Zidovudine-treated HIV-infected patients with 
zidovudine dose less than 4,200 mg/week. Hgb below 10g/dL for 
initiation, serum erythropoietin levels 500mUnits/mL or less, Serum 
ferritin greater than 100ng/ml, and transferrin sat. greater than 20%. 
Continuation of therapy is approved for hgb level less than 12g/dL. 
Anemia due to chemotherapy treatment of non-myeloid malignancies 
(where anemia is not caused by other factors) and hgb prior to therapy 
initation is less than 10g/dL (or Hct is less than 30%), continuation of 
therapy during concomitant chemotherapy requires Hgb less than 12 g/dL. 
Reduction of allogenic blood transfusion for patients scheduled to undergo 
elective, non-cardiac, non-vascular surgery with anemia and  hemoglobin 
greater than10 g/dL but less than 12 g/dL.

Age Restrictions

Prescriber 
Restrictions

Under CMS Review

Coverage 
Duration

3 months
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PA Criteria Criteria Details

Other Criteria Home or LTC administration covered under Medicare Part D.  Physician 
office or healthcare setting administration, redirect for Medicare Part B 
coverage.
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erivedge
Products Affected

• ERIVEDGE

PA Criteria Criteria Details

Covered Uses All FDA-approved indications not otherwise excluded from Part D.

Exclusion 
Criteria

Required 
Medical 
Information

Diagnosis of metastatic basal cell carcinoma OR Diagnosis of locally 
advanced basal cell carcinoma that has recurred following surgery or 
when the patient is not a candidate for surgery and radiation

Age Restrictions 18 years of age or older

Prescriber 
Restrictions

Prescribed by or in consultation with an  oncologist or dermatologist

Coverage 
Duration

Plan year

Other Criteria Approve for continuation of prior therapy.
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esbriet
Products Affected

• ESBRIET

PA Criteria Criteria Details

Covered Uses All FDA-approved indications not otherwise excluded from Part D.

Exclusion 
Criteria

Exclude if being used with Ofev

Required 
Medical 
Information

Idiopathic pulmonary fibrosis (IPF) (initial): Both of the following: 1) 
diagnosis of IPF as documented by all of the following: a) exclusion of 
other known causes of interstitial lung disease (ILD) (eg, domestic and 
occupational environmental exposures, connective tissue disease, drug 
toxicity), AND b) one of the following: i) in patients not subjected to 
surgical lung biopsy, the presence of a usual interstitial pneumonia (UIP) 
pattern on high-resolution computed tomography (HRCT) revealing IPF 
or probable IPF, OR ii) in patients subjected to a lung biopsy, both HRCT 
and surgical lung biopsy pattern revealing IPF or probable IPF.

Age Restrictions

Prescriber 
Restrictions

Prescribed by or in consultation with a pulmonologist

Coverage 
Duration

Plan year

Other Criteria For renewal, patient experienced stabilization from baseline or a less than 
10 percent decline in force vital capacity AND the patient has not 
experienced AST or ALT elevations greater than 5 times the upper limit 
of normal or greater than 3 times the upper limit of normal with signs or 
symptoms of severe liver damage.
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exjade/jadenu
Products Affected

• EXJADE
• JADENU

PA Criteria Criteria Details

Covered Uses All FDA-approved indications not otherwise excluded from Part D. Iron 
overload due to MDS

Exclusion 
Criteria

Creatinine clearance less than 40 mL/minute. Platelet count less than 50 x 
109/L. Poor performance status. Severe (Child-Pugh class C) hepatic 
impairment. High-risk myelodysplastic syndromes. Advanced 
malignancies. Gastrointestinal ulceration or hemorrhage.

Required 
Medical 
Information

Patient has a diagnosis of one of the following: A) chronic iron overload 
due to blood transfusions and patient has a baseline ferritin level more 
than 1,000 mcg/L and the patient has required the transfusion of at least 
100 mL/kg packed red blood cells OR B) chronic iron overload due to 
non-transfusion-dependent thalassemia (NTDT) and liver iron 
concentration (LIC) is 5 mg of iron per gram of liver dry weight (mg Fe/g 
dw) or higher and serum ferritin level is greater than 300 mcg/L OR C) 
Myelodysplastic syndrome (MDS) AND The patient has Low or 
Intermediate-1 disease or is a potential transplant patient and patient has 
received more than 20 red blood cell transfusions

Age Restrictions 2 years of age or older for chronic iron overload due to transfusions. 10 
years of age or older for chronic iron overload due to NTDT

Prescriber 
Restrictions

Coverage 
Duration

NTDT - 6 months. Transfusion-dependent anemia, MDS - 12 months.

Other Criteria For renewal of chronic iron overload due to blood transfusions and MDS, 
the experienced a reduction in serum ferritin level or LIC. For renewal of 
chronic iron overload due to NTDT, patient has LIC 3 mg Fe/g dw or 
higher and patient experienced a reduction in serum ferritin level or LIC.
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farxiga
Products Affected

• FARXIGA

PA Criteria Criteria Details

Covered Uses All FDA-approved indications not otherwise excluded from Part D.

Exclusion 
Criteria

Renal impairment (estimated glomerular filtration rate [eGFR] less than 
60 mL/min/1.73 m2), End stage renal disease (ESRD), Currently requiring 
dialysis, Diabetic ketoacidosis

Required 
Medical 
Information

The member has a diagnosis of type 2 diabetes mellitus AND The 
member has tried and had an inadequate response, intolerance or 
contraindication to metformin and sulfonylurea such as glipizide or 
glimeperide.

Age Restrictions 18 years of age or older

Prescriber 
Restrictions

Coverage 
Duration

Plan year

Other Criteria
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farydak
Products Affected

• FARYDAK

PA Criteria Criteria Details

Covered Uses All FDA-approved indications not otherwise excluded from Part D.

Exclusion 
Criteria

Required 
Medical 
Information

Multiple Myeloma (MM): Diagnosis of MM. Used in combination with 
both of the following: Velcade (bortezomib) and dexamethasone. Patient 
has received at least two prior treatment regimens which included both of 
the following: Velcade (bortezomib) and an immunomodulatory agent [eg, 
Revlimid (lenalidomide), Thalomid (thalidomide)].

Age Restrictions

Prescriber 
Restrictions

Prescribed by or in consultation with a hematologist/oncologist.

Coverage 
Duration

plan year

Other Criteria Approve for continuation of prior therapy.
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fentora/subsys/lazanda
Products Affected

• FENTORA BUCCAL TABLET 100 MCG, 
200 MCG, 400 MCG, 600 MCG, 800 MCG

•

• SUBSYS SUBLINGUAL LIQUID 100 
MCG, 200 MCG, 400 MCG, 600 MCG, 800 
MCG

PA Criteria Criteria Details

Covered Uses All FDA-approved indications not otherwise excluded from Part D.

Exclusion 
Criteria

Coverage not provided in the management of acute or postoperative pain, 
opiod non-tolerant patients, patients with known intolerance or 
hypersensitivity to the drug or fentanyl

Required 
Medical 
Information

Patient meets the following: A) Diagnosis of cancer and use is for 
breakthrough cancer pain, B) patient is opioid tolerant. Tolerance is 
defined as taking at least 60 mg morphine/day, at least 25 mcg 
transdermal fentanyl/hour, at least 30 mg of oxycodone daily, at least 8 
mg oral hydromorphone daily or an equianalgesic dose of another opioid 
for a week or longer, C) two other formulary short-acting strong narcotic 
analgesic alternatives (other than fentanyl) have been ineffective, not 
tolerated, or contraindicated, such as oxycodone, morphine, 
hydromorphone.

Age Restrictions 18 years of age or older

Prescriber 
Restrictions

Prescribed by or in consultation with one of the following: Pain specialist, 
Oncologist, Hematologist, Hospice care specialist, or Palliative care 
specialist AND Prescriber and patient are enrolled in the Transmucosal 
Immediate Release Fentanyl (TIRF) REMS Program.

Coverage 
Duration

Plan year

Other Criteria Prescriber and patient must be enrolled in the Transmucosal Immediate 
Release Fentanyl (TIRF) REMS Program.
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ferriprox
Products Affected

• FERRIPROX ORAL TABLET

PA Criteria Criteria Details

Covered Uses All FDA-approved indications not otherwise excluded from Part D.

Exclusion 
Criteria

Required 
Medical 
Information

Diagnosis of transfusional iron overload due to thalassemia syndromes 
AND patient has failed prior chelation therapy with Desferal or Exjade 
(failure is defined as a serum ferritin level greater than 2,500 mcg/L) or 
patient has a contraindication or intolerance to Desferal or Exjade AND 
Patient has an absolute neutrophil count greater than 1.5 x 109/L.

Age Restrictions

Prescriber 
Restrictions

Coverage 
Duration

Plan year

Other Criteria For renewal, patient has experienced at least a 20% reduction in serum 
ferritin levels and has an absolute neutrophil count greater than 0.5 x 
109/L
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firazyr
Products Affected

• FIRAZYR

PA Criteria Criteria Details

Covered Uses All FDA-approved indications not otherwise excluded from Part D.

Exclusion 
Criteria

Required 
Medical 
Information

Diagnosis of hereditary angioedema AND medication will be used for the 
treatment of acute attacks.

Age Restrictions 18 years of age or older

Prescriber 
Restrictions

HAE: Prescribed by an immunologist, allergist, or rheumatologist

Coverage 
Duration

Plan year

Other Criteria
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firmagon
Products Affected

• FIRMAGON

PA Criteria Criteria Details

Covered Uses All FDA-approved indications not otherwise excluded from Part D.

Exclusion 
Criteria

Required 
Medical 
Information

Diagnosis of advanced or metastatic prostate cancer

Age Restrictions

Prescriber 
Restrictions

Prescribed by or in consultation with an oncologist

Coverage 
Duration

Plan year

Other Criteria Approve for continuation of prior therapy.
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forteo
Products Affected

• FORTEO SUBCUTANEOUS SOLUTION 
600 MCG/2.4ML

PA Criteria Criteria Details

Covered Uses All FDA-approved indications not otherwise excluded from Part D.

Exclusion 
Criteria

Patient has previously received 2 years of treatment with forteo.

Required 
Medical 
Information

Diagnosis of osteoporosis with documented BMD scan with a T score of -
2.5 or less AND High risk of fracture OR those with a history of a 
previous fracture who have failed treatment with two of the formulary 
bisphosphonates or have a contraindication or adverse reaction oral 
bisphosphonate (alendronate, risendronate or ibandronic acid).

Age Restrictions

Prescriber 
Restrictions

Coverage 
Duration

Plan year

Other Criteria Preferred bisphosphonate agents include: Alendronate,Ibandronic Acid. 
High risk is defined as history of osteoporotic fracture, multiple risk 
factors for facture (including postmenopausal woman or man greater than 
50 years of age, female gender, low body mass index (less than 19 
kg/m2), rheumatoid arthritis, smoker, alcohol intake more than 3 
drinks/day, parental history of hip fracture, oral glucocorticoid therapy or 
history of prednisone therapy at a dose of 5 mg or higher
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gattex
Products Affected

• GATTEX

PA Criteria Criteria Details

Covered Uses All FDA-approved indications not otherwise excluded from Part D.

Exclusion 
Criteria

Active gastrointestinal malignancy (gastrointestinal tract, hepatobiliary, 
pancreatic), colorectal cancer, or small bowel cancer

Required 
Medical 
Information

Short Bowel Syndrome (SBS) (Initial) Diagnosis of SBS. Patient is 
dependent on parenteral nutrition/intravenous (PN/IV) support for at least 
12 consecutive months.

Age Restrictions 18 years of age or older

Prescriber 
Restrictions

Coverage 
Duration

Plan year

Other Criteria For renewal, patient has a reduced need for parenteral support (20% 
reduction) after at least 6 months of therapy.
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gilenya
Products Affected

• GILENYA ORAL CAPSULE 0.5 MG

PA Criteria Criteria Details

Covered Uses All FDA-approved indications not otherwise excluded from Part D.

Exclusion 
Criteria

Required 
Medical 
Information

Patient is diagnosed with a relapsing form of MS.

Age Restrictions Under CMS Review

Prescriber 
Restrictions

Coverage 
Duration

Plan year

Other Criteria Patient should be monitored following the first dose  for signs and 
symptoms of bradycardia.
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gilotrif
Products Affected

• GILOTRIF

PA Criteria Criteria Details

Covered Uses All FDA-approved indications not otherwise excluded from Part D.

Exclusion 
Criteria

Required 
Medical 
Information

Under CMS Review

Age Restrictions

Prescriber 
Restrictions

Prescribed by or in consultation with an  oncologist

Coverage 
Duration

Plan year

Other Criteria Approve for continuation of prior therapy.

77



glassia
Products Affected

• GLASSIA

PA Criteria Criteria Details

Covered Uses All FDA-approved indications not otherwise excluded from Part D.

Exclusion 
Criteria

IgA deficiency with known anti-IgA antibody

Required 
Medical 
Information

Alpha-1 proteinase inhibitor (alpha-1 antitrypsin) deficiency: All of the 
following: A) Patient has an alpha-1 proteinase inhibitor (alpha-1 
antitrypsin) deficiency AND B) Diagnosis of emphysema AND C) One of 
the following: 1) Patient has a high risk phenotype: PiZZ, PiZ(null), 
Pi(null)(null) OR 2) Patient has serum alpha-1 antitrypsin concentrations 
of less than 11 ¿M/L (80 mg/dL) AND D) One of the following: FEV1 
level is between 30% and 65% of predicted OR  the patient has 
experienced a rapid decline in lung function (i.e., reduction of FEV1 more 
than 120 mL/year) that warrants treatment. History of trial or failure to 
Prolastin-C.

Age Restrictions

Prescriber 
Restrictions

Coverage 
Duration

Plan year

Other Criteria
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gleevec
Products Affected

• imatinib mesylate oral tablet 100 mg, 400 mg

PA Criteria Criteria Details

Covered Uses All FDA-approved indications not otherwise excluded from Part D.

Exclusion 
Criteria

Required 
Medical 
Information

For adults 18 years of age or older, One of the following: A) Diagnosis of 
Philadelphia chromosome positive (Ph+) chronic myelogenous leukemia 
(CML) AND Patient is found to be Ph+ or BCR-ABL positive as detected 
by bone marrow cytogenetics, FISH or PCR OR B) Ph+ acute 
lymphoblastic leukemia (ALL) OR C) Gastrointestinal stromal tumor 
(GIST) AND one of the following: 1) Patient has documented c-KIT 
(CD117) positive unresectable or metastatic malignant GIST, OR 2) 
Patient had resection of c-KIT (CD117) positive GIST and imatinib will 
be used as adjuvant therapy OR D) Dermatofibrosarcoma protuberans that 
is unresectable, recurrent, or metastatic OR E) Hypereosinophilic 
syndrome or chronic eosinophilic leukemia OR F) Myelodysplastic 
syndrome (MDS) or myeloproliferative disease associated with platelet-
derived growth factor receptor gene re-arrangements OR G) Aggressive 
systemic mastocytosis without the D816V c-KIT mutation or with c-KIT 
mutational status unknown. For Pediatric patients younger than 18 years 
of age, One of the following: A) Diagnosis of Ph+ CML that is newly 
diagnosed in the chronic phase OR B) Diagnosis of newly diagnosed 
Ph+ALL.

Age Restrictions

Prescriber 
Restrictions

Prescribing physician must be a hematology/oncology specialist or have 
consulted with one

Coverage 
Duration

Plan year

Other Criteria ONLY APPLIES to NEW STARTS
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h.p. acthar gel
Products Affected

• HP ACTHAR

PA Criteria Criteria Details

Covered Uses All medically accepted indications not otherwise excluded from Part D.

Exclusion 
Criteria

Required 
Medical 
Information

Infantile Spasm (West Syndrome): Diagnosis of infantile spasms (West 
Syndrome).  Multiple Sclerosis (MS): Acute exacerbations of MS. 
Rheumatic disorders: As adjunctive therapy for short-term administration 
in: psoriatic arthritis, rheumatoid arthritis, including juvenile rheumatoid 
arthritis (selected cases may require low-dose maintenance therapy), 
ankylosing spondylitis. Collagen diseases: During an exacerbation or as 
maintenance therapy in selected cases of: systemic lupus erythematous, 
systemic dermatomyositis (polymyositis). Dermatologic diseases: Severe 
erythema multiforme, Stevens-Johnson syndrome. Allergic states: Serum 
sickness. Ophthalmic diseases: Severe acute and chronic allergic and 
inflammatory processes involving the eye and its adnexa, such as: 
keratitis, iritis and iridocyclitis, diffuse posterior uveitis and choroiditis, 
optic neuritis, chorioretinitis, anterior segment inflammation. Respiratory 
diseases: Symptomatic sarcoidosis. Edematous state: To induce a diuresis 
or a remission of proteinuria in the nephrotic syndrome without uremia of 
the idiopathic type or that due to lupus erythematosus. All indications 
except for infantile spasms: History of failure, contraindication, or 
intolerance to treatment with two corticosteroids.

Age Restrictions Infantile spasms: less than 2 years old

Prescriber 
Restrictions

Infantile Spasm, MS: neurologist. Rheumatic disorder, collagen disease: 
rheumatologist. Dermatologic: dermatologist. Allergic state: allergist, 
immunologist. Ophthalmic disease: optometrist, ophthalmologist. 
Respiratory diseases: pulmonologist. Edematous state: nephrologist, 
rheumatologist.

Coverage 
Duration

Infantile Spasms: 4 weeks. MS: 3 weeks. All other FDA-approved uses: 3 
months.

Other Criteria
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harvoni
Products Affected

• HARVONI

PA Criteria Criteria Details

Covered Uses All FDA-approved indications not otherwise excluded from Part D.

Exclusion 
Criteria

Required 
Medical 
Information

Criteria will be applied consistent with current AASLD/IDSA guideline 
AND All of the following: A) Diagnosis of Chronic hepatitis C infection 
and B) lab data confirming genotype and positive HCV RNA level, taken 
within the previous 6 months, AND C) HCV genotype 1a, 1b, 4,5,6 AND 
D) documentation confirming if patient is treatment na¿ve or treatment 
experienced AND E) documentation of cirrhosis (if applicable) through 
one of the following: liver biopsy, Metavir score, Fibrosure or fibroscan 
score, APRI score, radiological imaging consistent with cirrhosis or 
physical findings/clinical evidence consistent with cirrhosis as attested by 
the prescribing physician. F) Documentation of HCV post-liver 
transplantation if applicable. Use in combination with RBV or not if 
intolerant or ineligible.

Age Restrictions

Prescriber 
Restrictions

Infectious disease, gastroenterology, hepatologist

Coverage 
Duration

Duration: 12 or 24 weeks depending on past medical history, cirrhosis 
history, and genotype.

Other Criteria
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hepsera
Products Affected

• adefovir dipivoxil

PA Criteria Criteria Details

Covered Uses All FDA-approved indications not otherwise excluded from Part D.

Exclusion 
Criteria

Required 
Medical 
Information

Diagnosis of chronic hepatitis B AND patient is HBsAg-positive for at 
least 6 months AND For HBeAg-positive patients, serum HBV DNA 
greater than 20,000 IU/mL (105 copies per mL) and for HBeAg-negative 
patients, serum HBV DNA greater than 2,000 IU/mL (104 copies/mL) 
AND Patient has evidence of persistent elevations in serum 
aminotransferase (ALT or AST) at least 2 times the upper limit of normal 
or histologically active disease (i.e. necroinflammation on biopsy).

Age Restrictions 12 years of age or older

Prescriber 
Restrictions

Coverage 
Duration

Plan year

Other Criteria For renewal, patient must be HBeAg negative and have not had HBsAg 
clearance OR HBeAg positive and have detectable HBV DNA and have 
not been anti-Hbe for at least 6 months
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hetlioz
Products Affected

• HETLIOZ

PA Criteria Criteria Details

Covered Uses All FDA-approved indications not otherwise excluded from Part D.

Exclusion 
Criteria

Required 
Medical 
Information

Diagnosis of Non-24-hour-sleep-wake disorder (Non-24) AND clinical 
documentation that patient is legally blind.

Age Restrictions

Prescriber 
Restrictions

Prescribing physician must be a Neurologist or Sleep Disorder specialist.

Coverage 
Duration

6 months (initial), 12 months (renewal)

Other Criteria For renewal, patient experienced a measurable improvement (e.g., 
improvement in timing of nighttime sleep, improvement in duration of 
nighttime sleep, or reduction in daytime sleep).
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hexalen
Products Affected

• HEXALEN

PA Criteria Criteria Details

Covered Uses All FDA-approved indications not otherwise excluded from Part D.

Exclusion 
Criteria

Required 
Medical 
Information

Diagnosis of persistent or recurrent ovarian cancer AND the medication 
will be used as palliative treatment AND the medication will be used as a 
single agent AND the medication will be used following first-line therapy 
with a cisplatin and/or alkylating agent-based combination.

Age Restrictions

Prescriber 
Restrictions

Coverage 
Duration

Plan year

Other Criteria
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humira
Products Affected

• HUMIRA PEDIATRIC CROHNS START 
SUBCUTANEOUS PREFILLED SYRINGE 
KIT

• HUMIRA PEN SUBCUTANEOUS PEN-
INJECTOR KIT

• HUMIRA PEN-CD/UC/HS STARTER
• HUMIRA PEN-PS/UV STARTER
• HUMIRA SUBCUTANEOUS PREFILLED 

SYRINGE KIT

PA Criteria Criteria Details

Covered Uses All FDA-approved indications not otherwise excluded from Part D.

Exclusion 
Criteria

Patients with mild rheumatoid arthritis, patients with mild Crohns disease, 
patients with an active, serious infection, patients with a latent 
tuberculosis infection, concurrent use of anakinra

Required 
Medical 
Information

Diagnosis: Psoriatic arthritis: Inadequate response, intolerance, or 
contraindication to methotrexate. Moderate to severe Rheumatoid 
arthritis:  Inadequate response to one or more (DMARDS):  Methotrexate, 
Sulfasalazine, hydroxychloroquine, injectable gold, azathioprine, or 
penicillamine for at least 3 consecutive months (Humira can be used in 
combination with methotrexate for patients who do not respond 
adequately to methotrexate alone.) Juvenile rheumatoid arthritis: moderate 
to severe, active polyarticular JIA and documented failure of 
methotrexate, and one NSAID ( ibuprofen, naproxen or meloxicam). 
Moderate to Severe Active Crohn's disease:  Inadequate response to one 
or more of the following: Sulfasalazine or azathioprine only, oral 5-ASA 
products (mesalamine, Delzicol, Pentasa, Apriso, etc.), corticosteroids 
(Entocort EC, prednisone, etc.)  Ankylosing Spondylitis: Non-therapeutic 
response to the maximum tolerated dose of at least two nonsteroidal anti-
inflammatory drugs (NSAIDS: sulindac, naproxen, diclofenac) or 
celecoxib.  Moderate to severe chronic plaque psoriasis: (affecting more 
than 5% of body surface area or crucial body areas such as the hands, feet, 
face, or genitals) and inadequate response, intolerance or contraindication 
to at least one of the following: phototherapy (including but not limited to 
Ultraviolet A with a psoralen [PUVA] and/or retinoids [RePUVA] for at 
least one month or one or more oral systemic treatments ( methotrexate, 
cyclosporine, acitretin, sulfasalazine) for 3 months. Moderate to severe 
ulcerative colitis: Inadequate response, intolerance or contraindication to 
two or more of the following: corticosteroids (e.g., prednisone, 
methylprednisolone), 5-ASA (i.e. mesalamine, sulfasalazine, balsalazide, 
olsalazine) or non-biologic DMARDs (azathioprine, methotrexate, 
mercaptopurine). Hidradenitis suppurativa (Initial):  Moderate to severe 
hidradenitis suppurativa (ie, Hurley Stage II or III).
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PA Criteria Criteria Details

Age Restrictions

Prescriber 
Restrictions

Prescribed by or in consultation with a rheumatologist, dermatologist, 
opthalmologist, or gastroenterologist.

Coverage 
Duration

Plan year

Other Criteria
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humulin r u500
Products Affected

• HUMULIN R U-500 (CONCENTRATED)
• HUMULIN R U-500 KWIKPEN 

SUBCUTANEOUS SOLUTION PEN-
INJECTOR

PA Criteria Criteria Details

Covered Uses All FDA-approved indications not otherwise excluded from Part D.

Exclusion 
Criteria

Required 
Medical 
Information

Diagnosis. And prevoius trial and failure or intolerance to 1 of the 
following: Humalog, Humalog Mix 50/50, Humalog Mix 75/25, Humulin, 
Humulin N, Humulin R, Humulin 70/30, Novolin R, Novolin N, Novolin 
70/30, Novolog, Novolog Mix 70/30: AND trial and failure or intolerance 
to 1 of the following Basal Insulins: Lantus, Levemir, or Toujeo.

Age Restrictions

Prescriber 
Restrictions

Coverage 
Duration

Plan year

Other Criteria If being used in insulin pump approve as Part B.
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hysingla
Products Affected

• HYSINGLA ER

PA Criteria Criteria Details

Covered Uses All medically accepted indications not otherwise excluded from Part D.

Exclusion 
Criteria

Required 
Medical 
Information

Pain: Diagnosis of severe pain requiring daily, around the clock, long-
term opioid treatment. History of failure, contraindication, or intolerance 
to one of the following formulary alternative treatment options: Non-
opioid analgesic (eg, ibuprofen, naproxen) or immediate-release opioid 
(eg, immediate-release morphine sulfate, immediate-release oxycodone, 
tramadol). History of failure or intolerance to one formulary long-acting 
opioid [eg, MS Contin (morphine controlled-release).

Age Restrictions

Prescriber 
Restrictions

Prescribed by or in consultation with a pain specialist, oncologist, or 
palliative care specialist

Coverage 
Duration

12 months

Other Criteria
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ibrance
Products Affected

• IBRANCE

PA Criteria Criteria Details

Covered Uses All FDA-approved indications not otherwise excluded from Part D.

Exclusion 
Criteria

Excluded when used as monotherapy

Required 
Medical 
Information

Medical documentation indicating use as initial endocrine-based 
therapy,in combination with letrozole, for the treatment of 
postmenopausal,estrogen receptor (ER)-positive, human epidermal growth 
factor receptor 2 (HER2)-negative, metastatic advanced breast cancer OR 
all of the following: used in combination with Faslodex (fulvestrant), 
disease has progressed following endocrine therapy, and one of the 
following: 1) patient is a postmenopausal woman OR 2) both of the 
following: patient is a premenopausal or perimenopausal woman and 
patient is receiving a luteinizing hormone-releasing hormone (LHRH) 
agonist [eg, Zoladex (goserelin)].

Age Restrictions

Prescriber 
Restrictions

Oncologist

Coverage 
Duration

Plan year

Other Criteria ONLY APPLIES to NEW STARTS
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iclusig
Products Affected

• ICLUSIG

PA Criteria Criteria Details

Covered Uses All FDA-approved indications not otherwise excluded from Part D.

Exclusion 
Criteria

Required 
Medical 
Information

Diagnosis of chronic myelogenous leukemia (CML) and patient has tried 
and failed, resistance, relapse or contraindication to at least two FDA-
approved tyrosine kinase inhibitors OR Diagnosis of CML and the patient 
has a known T315I mutation OR Diagnosis of Philadelphia chromosome-
positive acute lymphoblastic leukemia and the patient has tried and failed, 
resistance, relapse or contraindication to at least two FDA-approved 
tyrosine kinase inhibitors  OR Patient has the T315I mutation.

Age Restrictions 18 years of age or older

Prescriber 
Restrictions

Prescribed by or in consultation with an oncologist or hematologist

Coverage 
Duration

Plan year

Other Criteria
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imbruvica
Products Affected

• IMBRUVICA

PA Criteria Criteria Details

Covered Uses All FDA-approved indications not otherwise excluded from Part D.

Exclusion 
Criteria

Required 
Medical 
Information

Mantle cell lymphoma (MCL): Diagnosis of MCL AND patient has 
relapsed or is refractory to at least one prior therapy for the treatment of 
MCL.  Chronic lymphocytic leukemia (CLL): Diagnosis of CLL. 
Waldenstrom's macroglobulinemia: Diagnosis of Waldenstr¿m¿s 
macroglobulinemia/lymphoplasmacytic lymphoma. Small lymphocytic 
lymphoma (SLL): Diagnosis of SLL. Marginal zone lymphoma (MZL): 
Diagnosis of MZL AND patient has received at least one prior anti-CD20-
based therapy for MZL [e.g., Rituxan (rituximab), Zevalin (ibritumomab), 
Gazyva (obinutuzumab, etc.)].

Age Restrictions

Prescriber 
Restrictions

Under CMS Review

Coverage 
Duration

Plan year

Other Criteria
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imipramine hrm
Products Affected

• imipramine hcl oral
• imipramine pamoate

PA Criteria Criteria Details

Covered Uses All medically accepted indications not otherwise excluded from Part D.

Exclusion 
Criteria

Required 
Medical 
Information

Diagnosis: AND, 1.) The prescribing physician has been made aware that 
the requested drug is considered a high risk medication for elderly patients 
(age 65 and older) and wishes to proceed with the originally prescribed 
medication, OR, 2.) Patient has tried and failed TWO non-high risk 
formulary alternatives: For depression: paroxetine, sertraline, venlafaxine, 
duloxetine, citalopram, escitalopram, fluoxetine, and trazodone. For 
nocturnal enuresis in children: approve.

Age Restrictions Applies to patients 65 years or older

Prescriber 
Restrictions

Coverage 
Duration

Plan year

Other Criteria
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increlex
Products Affected

• INCRELEX

PA Criteria Criteria Details

Covered Uses All FDA-approved indications not otherwise excluded from Part D.

Exclusion 
Criteria

Insulin-like growth factor therapy is considered NOT medically necessary 
when any of the following criteria are met: Final adult height has been 
reached as determined by the bone epiphyses are closed OR the patient is 
older than 18 years of age.

Required 
Medical 
Information

Insulin-like Growth Factor-1 (IGF-1) deficiency (initial): Diagnosis of 
severe primary IGF-1 deficiency. Height standard deviation score of -3.0 
or less. Basal IGF-1 standard deviation score of -3.0 or less. Normal or 
elevated growth hormone (GH). Documentation of open epiphyses on last 
bone radiograph. The patient will not be treated with concurrent GH 
therapy. GH gene deletion (initial): Diagnosis of GH gene deletion in 
patients who have developed neutralizing antibodies to GH. 
Documentation of open epiphyses on last bone radiograph. The patient 
will not be treated with concurrent GH therapy.

Age Restrictions The patient is between 2 years -18 years old for Increlex therapy

Prescriber 
Restrictions

Prescribed by or in consultation with a pediatric endocrinologist

Coverage 
Duration

Plan year

Other Criteria
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inlyta
Products Affected

• INLYTA ORAL TABLET 1 MG, 5 MG

PA Criteria Criteria Details

Covered Uses All FDA-approved indications not otherwise excluded from Part D.

Exclusion 
Criteria

Required 
Medical 
Information

Diagnosis of advanced renal cell carcinoma AND patient failed one or 
more systemic therapies for renal cell carcinoma (e.g., sunitinib-, 
bevacizumab-, temsirolimus-, or cytokine-containing regimens)

Age Restrictions 18 years of age or older

Prescriber 
Restrictions

Prescribed by or in consultation with an oncologist

Coverage 
Duration

Plan year

Other Criteria
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intron-a
Products Affected

• INTRON A

PA Criteria Criteria Details

Covered Uses All FDA-approved indications not otherwise excluded from Part D.

Exclusion 
Criteria

Uncontrolled depression. Solid organ transplant other than liver. 
Autoimmune hepatitis or other autoimmune condition known to be 
exacerbated by interferon and ribavirin. Excluded from use as triple 
therapy with protease inhibitors.

Required 
Medical 
Information

Diagnosis of hairy cell leukemia OR Diagnosis of Condylomata 
acuminata OR Diagnosis of AIDS-related Kaposi's sarcoma OR Clinically 
aggressive follicular lymphoma and the medication will be used 
concurrently with anthracycline-containing chemotherapy or is not a 
candidate for anthracycline-containing chemotherapy OR Malignant 
melanoma and the request for coverage is within 56 days of surgery and 
the patient is at high risk of disease recurrence OR Diagnosis of chronic 
hepatitis B with compensated liver disease and patient has evidence of 
hepatitis B viral replication and patient has been serum hepatitis B surface 
antigen-positive for at least 6 months OR DIagnosis of chronic hepatitis C 
with compensated liver disease and is receiving combination therapy with 
ribavirin, unless ribavirin is contraindicated.

Age Restrictions

Prescriber 
Restrictions

Coverage 
Duration

HepB, HepC: 48 wks. Condylomata acuminata (genital or perianal): 6 
wks. Other: 12 months

Other Criteria ONLY APPLIES to NEW STARTS for Cancer Patients.
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invokana
Products Affected

• INVOKAMET
• INVOKAMET XR

• INVOKANA

PA Criteria Criteria Details

Covered Uses All FDA-approved indications not otherwise excluded from Part D.

Exclusion 
Criteria

Severe renal impairment (estimated glomerular filtration rate [eGFR] less 
than 45 mL/min/1.73 m2), End stage renal disease (ESRD), Currently 
requiring dialysis, Diabetic ketoacidosis.

Required 
Medical 
Information

The member has a diagnosis of type 2 diabetes mellitus AND The 
member has tried and had an inadequate response, intolerance or 
contraindication to metformin and sulfonylurea such as glipizide or 
glimeperide.

Age Restrictions 18 years of age or older

Prescriber 
Restrictions

Coverage 
Duration

Plan year

Other Criteria
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iressa
Products Affected

• IRESSA

PA Criteria Criteria Details

Covered Uses All FDA-approved indications not otherwise excluded from Part D.

Exclusion 
Criteria

Required 
Medical 
Information

Non-small cell lung cancer (NSCLC): Diagnosis of metastatic NSCLC 
AND Patient has known active epidermal growth factor receptor (EGFR) 
exon 19 deletions or exon 21 (L858R) substitution mutations as detected 
by an FDA-approved test or Clinical Laboratory Improvement 
Amendments-approved facility.

Age Restrictions

Prescriber 
Restrictions

Prescribed by or in consultation with an  oncologist

Coverage 
Duration

plan year

Other Criteria Approve for continuation of prior therapy.
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itraconazole
Products Affected

• itraconazole oral capsule

PA Criteria Criteria Details

Covered Uses All FDA-approved indications not otherwise excluded from Part D.

Exclusion 
Criteria

Coadministration with cisapride, dofetilide, oral midazolam, pimozide, 
levacetylmethadol, quinidine, lovastatin, simvastatin, triazolam, ergot 
alkaloids metabolized by CYP3A4 (such as dihydroergotamine, 
ergometrine, ergotamine and methylergometrine), congestive heart failure 
or history of (capsules for treatment of onychomycosis), pregnant women 
or women contemplating pregnancy (capsules for treatment of 
onychomycosis), hypersensitivity to itraconazole

Required 
Medical 
Information

Onychomycosis: documented positive KOH test or other lab documenting 
diagnosis AND trial/failure or contraindication to terbinafine and topical 
ciclopirox. For Aspergillosis, histoplasmosis, or blastomycosis: Approve.

Age Restrictions

Prescriber 
Restrictions

Coverage 
Duration

Plan year

Other Criteria
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jakafi
Products Affected

• JAKAFI

PA Criteria Criteria Details

Covered Uses All FDA-approved indications not otherwise excluded from Part D.

Exclusion 
Criteria

Required 
Medical 
Information

Diagnosis of : A) myelofibrosis (primary, post-poycythemia vera or post-
essential thrombocythemia) AND patient has two or more of the 
following: age older than 65 years, white blood cell count greater than 25 
x 109/L, hemoglobin less than 10 g/dL, peripheral blasts more than 1%, 
constitutional symptoms (e.g., night sweats, fevers, unintentional weight 
loss, debilitating fatigue), B) polycythemia vera AND Patient has a 
contraindication, intolerance or inadequate response to hydroxyurea.

Age Restrictions

Prescriber 
Restrictions

Prescribed by or in consultation with a hematologist/oncologist

Coverage 
Duration

Plan year

Other Criteria

99



jardiance
Products Affected

• JARDIANCE

PA Criteria Criteria Details

Covered Uses All FDA-approved indications not otherwise excluded from Part D.

Exclusion 
Criteria

Severe renal impairment (estimated glomerular filtration rate [eGFR] less 
than 30 mL/min/1.73 m2), End stage renal disease (ESRD), Currently 
requiring dialysis.

Required 
Medical 
Information

The member has a diagnosis of type 2 diabetes mellitus AND The 
member has tried and had an inadequate response, intolerance or 
contraindication to metformin and sulfonylurea such as glipizide or 
glimeperide.

Age Restrictions

Prescriber 
Restrictions

Coverage 
Duration

Plan year

Other Criteria
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juxtapid
Products Affected

• JUXTAPID ORAL CAPSULE 10 MG, 20 
MG, 30 MG, 40 MG, 5 MG, 60 MG

PA Criteria Criteria Details

Covered Uses All FDA-approved indications not otherwise excluded from Part D.

Exclusion 
Criteria

Moderate to severe liver impairment or active liver disease including 
unexplained persistent abnormal liver function tests. Pregnancy. 
Concomitant use with strong or moderate CYP3A4 inhibitors.

Required 
Medical 
Information

Diagnosis of homozygous familial hypercholesterolemia as evidenced by 
one of the following: A) genetic confirmation of 2 mutant alleles at the 
LDL receptor, ApoB, PCSK9, or autosomal recessive 
hypercholesterolemia (ARH) adaptor protein gene locus OR B) 
untreated/pre-treatment LDL greater than 500 mg/dL with at least one of 
the following: cutaneous or tendonous xanthoma before age 10 years, 
history of early vascular disease (men younger than 55 years, women 
younger than 60 years) on both sides of the family if parenteral LDL 
levels are unknown, elevated LDL cholesterol levels before lipid-lowering 
therapy consistent with heterozygous FH in both parents where LDL 
levels are known: LDL cholesterol more than 250 mg/dL in a patient 30 
years of age or older, LDL cholesterol greater than 190 mg/dL in patients 
younger than 20 years. Medication will be used as adjunct to other lipid-
lowering treatments AND Patient has tried and had an inadequate 
response, contraindication or intolerance to one of the following agents 
from each drug class, a high intensity HMG-co-reductase inhibitors (eg, 
atorvastatin, Crestor) AND a PCSK9 Inhibitor (eg. Repatha).

Age Restrictions

Prescriber 
Restrictions

Prescribed by a cardiologist, endocrinologist, or lipid specialist.

Coverage 
Duration

Initial - 6 months. Renewal - Plan Year

Other Criteria For renewal, patient has responded to therapy with a decrease in LDL 
levels.
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kalydeco
Products Affected

• KALYDECO

PA Criteria Criteria Details

Covered Uses All FDA-approved indications not otherwise excluded from Part D.

Exclusion 
Criteria

Required 
Medical 
Information

Diagnosis of cystic fibrosis AND Patient has one  mutation in the CFTR 
gene that is responsive to ivacaftor potentiation based on clinical and/or in 
vitro assay data.

Age Restrictions Tablets: 6 years of age or older: Granules: 2 years or older

Prescriber 
Restrictions

Coverage 
Duration

Plan year

Other Criteria

102



keveyis
Products Affected

• KEVEYIS

PA Criteria Criteria Details

Covered Uses All FDA-approved indications not otherwise excluded from Part D.

Exclusion 
Criteria

All Uses (Initial and Reauth): Hepatic insufficiency (e.g., Child-Pugh 
class A). Severe pulmonary disease [e.g., severe chronic obstructive 
pulmonary disease]. Concomitant use with high dose aspirin (i.e., greater 
than 100 mg per day).

Required 
Medical 
Information

Periodic paralysis (Initial): Diagnosis of one of the following: Primary 
hyperkalemic periodic paralysis, Primary hypokalemic periodic paralysis, 
or Paramyotonia Congenita with periodic paralysis

Age Restrictions

Prescriber 
Restrictions

All uses (Initial): Prescribed by or in consultation with a neurologist

Coverage 
Duration

All uses (Initial): 3 months. (Reauth): 12 months

Other Criteria All uses (Reauth): Documentation of positive clinical response to Keveyis 
therapy.
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kineret
Products Affected

• KINERET SUBCUTANEOUS SOLUTION 
PREFILLED SYRINGE

PA Criteria Criteria Details

Covered Uses All FDA-approved indications not otherwise excluded from Part D.

Exclusion 
Criteria

Required 
Medical 
Information

Rheumatoid Arthritis (RA) (Initial): Diagnosis of moderately to severely 
active RA. One of the following: Failure, contraindication, or intolerance 
to both Enbrel (etanercept) and Humira (adalimumab), OR for 
continuation of prior Kineret therapy. Neonatal-Onset Multisystem 
Inflammatory Disease (NOMID) (initial): Diagnosis of NOMID AND dx 
of NOMID has been confirmed by one of the following: NLRP-3 
(nucleotide-binding domain, leucine rich family (NLR), pyrin domain 
containing 3] gene (also known as Cold-Induced Auto-inflammatory 
Syndrome-1 [CIAS1]) mutation OR evidence of active inflammation 
including both of the following: clinical symptoms (eg, rash, fever, 
arthralgia) and elevated acute phase reactants (eg, ESR, CRP). All Uses 
(initial, reauth): Patient is not receiving Kineret in combination with a 
biologic disease modifying antirheumatic drug (DMARD) [eg,  Enbrel 
(etanercept), Humira (adalimumab), Cimzia (certolizumab), Simponi 
(golimumab)]. Patient is not receiving Kineret in combination with a 
Janus kinase inhibitor [eg, Xeljanz (tofacitinib)].

Age Restrictions 18 years of age or older for rheumatoid arthritis

Prescriber 
Restrictions

For CAPS, diagnosed by, or upon consultation with or recommendation 
of, an immunologist, allergist, dermatologist, rheumatologist, neurologist 
or other medical specialist

Coverage 
Duration

6 mo-refractory chronic infantile neurological, cutaneous and articular 
syndrome, 1 yr-all others

Other Criteria Patient has been tested for TB and latent TB has been ruled out or is being 
treated. Dosing as per the FDA labeling for rheumatoid arthritis.
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kisqali
Products Affected

• KISQALI 200 DOSE
• KISQALI 400 DOSE
• KISQALI 600 DOSE

• KISQALI FEMARA 400 DOSE
• KISQALI FEMARA 600 DOSE

PA Criteria Criteria Details

Covered Uses All medically accepted indications not otherwise excluded from Part D.

Exclusion 
Criteria

Required 
Medical 
Information

Under CMS Review

Age Restrictions

Prescriber 
Restrictions

Prescribed by or in consultation with an oncologist

Coverage 
Duration

12 months

Other Criteria Approve for continuation of prior therapy
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korlym
Products Affected

• KORLYM

PA Criteria Criteria Details

Covered Uses All FDA-approved indications not otherwise excluded from Part D.

Exclusion 
Criteria

Pregnancy. Patient requires concomitant treatment with long-term 
corticosteroids (e.g., immunosuppression for organ transplant). History of 
unexplained vaginal bleeding. Endometrial hyperplasia with atypia or 
endometrial carcinoma. Concomitantly taking simvastatin, lovastatin, or a 
CYP3A substrate with a narrow therapeutic index (e.g., cyclosporine, 
dihydroergotamine, ergotamine, fentanyl, pimozide, quinidine, sirolimus, 
or tacrolimus).

Required 
Medical 
Information

Diagnosis of endogenous Cushing's syndrome AND diagnosis of type 2 
diabetes mellitus or glucose intolerance AND Patient has hyperglycemia 
secondary to hypercortisolism AND patient has failed or is not a candidate 
for surgery.

Age Restrictions 18 years of age or older

Prescriber 
Restrictions

Initial: Prescribed by or in consultation with an endocrinologist.

Coverage 
Duration

Plan year

Other Criteria For renewal, Patient had a positive response to therapy.
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kuvan
Products Affected

• KUVAN

PA Criteria Criteria Details

Covered Uses All FDA-approved indications not otherwise excluded from Part D.

Exclusion 
Criteria

Required 
Medical 
Information

Diagnosis of phenylketonuria (PKU)

Age Restrictions

Prescriber 
Restrictions

Coverage 
Duration

2 months to determine response, if response is positive, then approve for 
remainder of plan year.

Other Criteria Response is defined as a 20% or greater reduction of blood Phe level from 
baseline during treatment for 1 to 2 months
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kynamro
Products Affected

• KYNAMRO SUBCUTANEOUS 
SOLUTION PREFILLED SYRINGE

PA Criteria Criteria Details

Covered Uses All FDA-approved indications not otherwise excluded from Part D.

Exclusion 
Criteria

Moderate to severe liver impairment or active liver disease including 
unexplained persistent abnormal liver function tests.

Required 
Medical 
Information

Diagnosis of homozygous familial hypercholesterolemia as evidenced by 
one of the following: A) genetic confirmation of 2 mutant alleles at the 
LDL receptor, ApoB, PCSK9, or autosomal recessive 
hypercholesterolemia (ARH) adaptor protein gene locus OR B) 
untreated/pre-treatment LDL greater than 500 mg/dL with at least one of 
the following: cutaneous or tendonous xanthoma before age 10 years, 
history of early vascular disease (men younger than 55 years, women 
younger than 60 years) on both sides of the family if parenteral LDL 
levels are unknown, elevated LDL cholesterol levels before lipid-lowering 
therapy consistent with heterozygous FH in both parents where LDL 
levels are known AND Medication will be used as adjunct to other lipid-
lowering treatments AND Patient has tried and had an inadequate 
response, contraindication or intolerance to one of the following agents 
from each drug class, a high intensity HMG-co-reductase inhibitors (eg, 
atorvastatin, Crestor) AND a PCSK9 Inhibitor (eg. Repatha).

Age Restrictions

Prescriber 
Restrictions

Prescribed by a cardiologist, endocrinologist, or lipid specialist.

Coverage 
Duration

Initial - 6 months. Renewal - Plan Year

Other Criteria For renewal, patient has responded to therapy with a decrease in LDL 
levels.
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lenvima
Products Affected

• LENVIMA 10 MG DAILY DOSE
• LENVIMA 14 MG DAILY DOSE
• LENVIMA 18 MG DAILY DOSE

• LENVIMA 20 MG DAILY DOSE
• LENVIMA 24 MG DAILY DOSE
• LENVIMA 8 MG DAILY DOSE

PA Criteria Criteria Details

Covered Uses All FDA-approved indications not otherwise excluded from Part D.

Exclusion 
Criteria

Required 
Medical 
Information

Differentiated thyroid cancer (DTC): Diagnosis of DTC. Disease is locally 
recurrent or metastatic. Patient has symptomatic or progressive disease. 
Disease is refractory to radioactive iodine treatment.

Age Restrictions

Prescriber 
Restrictions

Prescribed by or in consultation with an oncologist

Coverage 
Duration

plan year

Other Criteria Approve for continuation of prior therapy.
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letairis
Products Affected

• LETAIRIS

PA Criteria Criteria Details

Covered Uses All FDA-approved indications not otherwise excluded from Part D.

Exclusion 
Criteria

Letairis:  known or suspected pregnancy

Required 
Medical 
Information

Under CMS Review

Age Restrictions

Prescriber 
Restrictions

Prescribed by or in consultation with a pulmonologist and prescriber must 
be a enrolled in the Letairis Education Access Program (LEAP)

Coverage 
Duration

Plan year

Other Criteria
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leukine
Products Affected

• LEUKINE INTRAVENOUS

PA Criteria Criteria Details

Covered Uses All FDA-approved indications not otherwise excluded from Part D.

Exclusion 
Criteria

Required 
Medical 
Information

Diagnosis of one of the following: A) Patient has undergone allogeneic or 
autologous bone marrow transplant (BMT) and engraftment is delayed or 
failed and Patient does not have excessive leukemic myeloid blasts in 
bone marrow/peripheral blood (more than 10%) OR B) Patient is 
undergoing autologous peripheral-blood progenitor cell transplant to 
mobilize progenitor cells for collection by leukapheresis OR C) 
Medication will be used for myeloid reconstitution after an autologous or 
allogeneic BMT OR D) Patient has acute myeloid leukemia and 
administration will be after completion of induction chemotherapy OR E) 
Primary prophylaxis of chemotherapy-induced febrile neutropenia (CFN): 
One of the following: 1) patient is receiving chemotherapy regimens 
associated with a greater than 20% incidence of FN, OR 2) both of the 
following: a) patient receiving chemotherapy regimen associated with 10-
20% incidence of FN, AND b) one or more risk factors associated with 
chemotherapy-induced infection, FN, or neutropenia.

Age Restrictions

Prescriber 
Restrictions

Prescribed by or in consultation with a hematologist, oncologist

Coverage 
Duration

Plan year

Other Criteria
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lidoderm
Products Affected

• lidocaine external patch 5 %

PA Criteria Criteria Details

Covered Uses Under CMS Review

Exclusion 
Criteria

Required 
Medical 
Information

Documentation confirming the diagnosis of post herpetic neuralgia AND 
trial/failure or contraindication to ONE of the following drugs: 
Gabapentin, Lyrica.  OR Documentation confirming the diagnosis of 
diabetic neuropathy AND trial/failure or contraindication to TWO of the 
following drugs: Gabapentin, Lyrica, Duloxetine.

Age Restrictions

Prescriber 
Restrictions

Coverage 
Duration

Plan Year

Other Criteria
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linzess
Products Affected

• LINZESS

PA Criteria Criteria Details

Covered Uses All FDA-approved indications not otherwise excluded from Part D.

Exclusion 
Criteria

Mechanical gastrointestinal obstruction.

Required 
Medical 
Information

Diagnosis of irritable bowel syndrome-constipation for at least 12 non-
consecutive weeks and patient has tried and failed increasing fluid and 
fiber intake and patient has tried and failed or has an intolerance to 2 of 
the following: osmotic laxatives, stimulant laxatives or probiotics OR 
Diagnosis of chronic idiopathic constipation for at least 3 months and 
patient has tried and failed increasing fluid and fiber intake and patient has 
tried and failed or has an intolerance to 2 of the following: osmotic 
laxatives, stimulant laxatives and stool softeners.

Age Restrictions 18 years of age or older

Prescriber 
Restrictions

Coverage 
Duration

Initial - 4 months. Renewal - Plan Year

Other Criteria

113



lonsurf
Products Affected

• LONSURF

PA Criteria Criteria Details

Covered Uses All FDA-approved indications not otherwise excluded from Part D.

Exclusion 
Criteria

Required 
Medical 
Information

Colorectal Cancer: Diagnosis of metastatic colorectal cancer AND history 
of failure, contraindication, or intolerance to at least one component in the 
following: fluoropyrimidine-, oxaliplatin-, and irinotecan-based 
chemotherapy  (e.g., FOLFOX, FOLFIRI, FOLFOXIRI) AND history of 
failure, contraindication, or intolerance to at least one anti-VEGF therapy 
(e.g., Avastin) AND One of the following: A) patient has KRAS wild-type 
tumors and history of failure, contraindication, or intolerance to at least 
one anti-EGFR therapy (e.g., Vectibix, Erbitux) OR Patient has KRAS 
mutant tumors.

Age Restrictions

Prescriber 
Restrictions

Prescribed by or in consultation with an oncologist

Coverage 
Duration

plan year

Other Criteria Approve for continuation of prior therapy.

114



lynparza
Products Affected

• LYNPARZA

PA Criteria Criteria Details

Covered Uses All FDA-approved indications not otherwise excluded from Part D.

Exclusion 
Criteria

Required 
Medical 
Information

The patient has a diagnosis of advanced ovarian cancer AND The patient 
has a deleterious or suspected deleterious germline BRCA mutation, as 
confirmed by an FDA approved test  AND LYNPARZA will be used as 
monotherapy AND The patient has had a trial and inadequate response or 
intolerance to two or more prior chemotherapy regimens.

Age Restrictions

Prescriber 
Restrictions

Prescribed by or in consultation with an oncologist

Coverage 
Duration

Plan year

Other Criteria
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mavyret
Products Affected

• MAVYRET

PA Criteria Criteria Details

Covered Uses All medically accepted indications not otherwise excluded from Part D.

Exclusion 
Criteria

Required 
Medical 
Information

Criteria will be applied consistent with current AASLD/IDSA guideline. 
All patients: Diagnosis of chronic hepatitis C, patient is without 
decompensated liver disease (defined as Child-Pugh Class B or C), and 
patient is not receiving Mavyret in combination with another HCV direct 
acting antiviral agent [e.g., Harvoni, Zepatier].

Age Restrictions

Prescriber 
Restrictions

Prescribed by or in consultation with one of the following: Hepatologist, 
Gastroenterologist, Infectious disease specialist, HIV specialist certified 
through the American Academy of HIV Medicine

Coverage 
Duration

8 to 16 weeks. Criteria will be applied consistent with current 
AASLD/IDSA guideline

Other Criteria
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mekinist
Products Affected

• MEKINIST ORAL TABLET 0.5 MG, 2 MG

PA Criteria Criteria Details

Covered Uses All FDA-approved indications not otherwise excluded from Part D.

Exclusion 
Criteria

Required 
Medical 
Information

Diagnosis of unresectable or metastatic melanoma and medication is used 
as a single agent and patient has a positive BRAF V600E or V600K 
mutation as detected by an FDA-approved test (THxID-BRAF Kit) or 
Clinical Laboratory Improvement Amendments (CLIA)-approved facility, 
and the patient has not received prior BRAF-inhibitor therapy OR 
medication will be used in combination with Tafinlar in a patient with 
BRAF V600E or V600K mutations, as detected by an FDA-approved test 
(THxID-BRAF kit) or Clinical Laboratory Improvement Amendments 
(CLIA)-approved facility.

Age Restrictions

Prescriber 
Restrictions

Prescribed by or in consultation with an oncologist.

Coverage 
Duration

Plan year

Other Criteria
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modafinil
Products Affected

• modafinil oral tablet 100 mg, 200 mg

PA Criteria Criteria Details

Covered Uses All medically accepted indications not otherwise excluded from Part D.

Exclusion 
Criteria

Required 
Medical 
Information

Obstructive sleep apnea/hypopnea syndrome (OSAHS) (Initial): 
Diagnosis (dx) of OSAHS defined by one of the following: 15 or more 
obstructive respiratory events per hour of sleep confirmed by a sleep study 
(unless prescriber provides justification confirming that a sleep study is 
not feasible), or both of the following: 5 or more obstructive respiratory 
events per hour of sleep confirmed by a sleep study (unless prescriber 
provides justification confirming that a sleep study is not feasible), and 1 
of the following symptoms: unintentional sleep episodes during 
wakefulness, daytime sleepiness, unrefreshing sleep, fatigue, insomnia, 
waking up breath holding/gasping/choking, loud snoring, or breathing 
interruptions during sleep. Shift-work sleep disorder (SWSD) (Initial):Dx 
of SWSD confirmed by symptoms of excessive sleepiness or insomnia for 
at least 3 months, which is associated with a work period (usually night 
work) that occurs during the normal sleep period, or sleep study 
demonstrating loss of a normal sleep-wake pattern (ie, disturbed 
chronobiologic rhythmicity). No other medical condition or medication 
accounts for the symptoms. Narcolepsy (initial): Dx of narcolepsy as 
confirmed by sleep study (unless prescriber provides justification 
confirming that a sleep study is not feasible). MS Fatigue (initial): Dx of 
multiple sclerosis (MS). Patient is experiencing fatigue. Depression 
(initial): Treatment-resistant depression defined as diagnosis of major 
depressive disorder (MDD) or bipolar depression, AND history of failure, 
contraindication, or intolerance to at least two antidepressants from 
different classes (eg, SSRIs, SNRIs, bupropion). Used as adjunctive 
therapy.

Age Restrictions 17 years and above.

Prescriber 
Restrictions

Sleep specialist, ENT specialist, Neurologist, Pulmonologist or 
consultation with one of these specialists.

Coverage 
Duration

Plan Year
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PA Criteria Criteria Details

Other Criteria Narcolepsy: Preferred alternatives in patients 64 yrs and younger include 
dextroamphetamine, amphetamine salts and methylphenidate. For 
diagnosis of Narcolepsy approve for patients 65 yrs or older.
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movantik
Products Affected

• MOVANTIK

PA Criteria Criteria Details

Covered Uses All FDA-approved indications not otherwise excluded from Part D.

Exclusion 
Criteria

Known or suspected mechanical gastrointestinal obstruction. At increased 
risk of recurrent obstruction. Concomitant use with strong CYP3A4 
inhibitors.

Required 
Medical 
Information

Diagnosis of opioid-induced constipation AND Patient has used opioid 
medication for a minimum of 4 weeks AND Patient is experiencing fewer 
than 3 bowel movements in a week or no bowel movement for longer than 
2 days AND Patient has chronic non-cancer pain AND Patient has tried 
and had an insufficient response to laxative (e.g., lubiprostone) therapy.

Age Restrictions 18 years of age or older

Prescriber 
Restrictions

Coverage 
Duration

4 months

Other Criteria For renewal, the patient has responded to therapy, with documented 
increased number of bowel movements.
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myalept
Products Affected

• MYALEPT

PA Criteria Criteria Details

Covered Uses All medically accepted indications not otherwise excluded from Part D.

Exclusion 
Criteria

Required 
Medical 
Information

Lipodystrophy (initial): Diagnosis of congenital or acquired generalized 
lipodystrophy AND Patient is refractory to current standards of care for 
lipid and diabetic management AND One or more of the following 
metabolic abnormalities are present: A) Insulin resistance (defined as 
requiring more than 200 units per day), B) Hypertriglyceridemia, or C) 
Diabetes

Age Restrictions

Prescriber 
Restrictions

Initial: Prescribed by or in consultation with an endocrinologist

Coverage 
Duration

Initial and reauth: 12 months

Other Criteria Lipodystrophy (reauth): Patient has experienced an objective response to 
therapy, such as A) Sustained reduction in hemoglobin A1c (HbA1c) level 
from baseline OR B) Sustained reduction in triglyceride (TG) levels from 
baseline
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natpara
Products Affected

• NATPARA

PA Criteria Criteria Details

Covered Uses All FDA-approved indications not otherwise excluded from Part D.

Exclusion 
Criteria

Required 
Medical 
Information

Diagnosis of hypocalcemia in patients with hypoparathyroidism AND 
Confirm serum calcium is above 7.5 mg/dl.

Age Restrictions

Prescriber 
Restrictions

Hypocalcemia (Initial): Prescribed by or in consultation with an 
endocrinologist.

Coverage 
Duration

Plan year

Other Criteria

122



nerlynx
Products Affected

• NERLYNX

PA Criteria Criteria Details

Covered Uses All medically accepted indications not otherwise excluded from Part D.

Exclusion 
Criteria

Required 
Medical 
Information

Breast cancer: diagnosis (dx) of early stage breast cancer. Disease is 
human epidermal growth factor receptor 2 (HER2)-positive. Patient has 
received adjuvant Herceptin (trastuzumab)-based therapy.

Age Restrictions

Prescriber 
Restrictions

Prescribed by or in consultation with an oncologist

Coverage 
Duration

12 months

Other Criteria Approve for continuation of prior therapy if treatment duration of Nerlynx 
has not exceeded a total of 12 months

123



neulasta
Products Affected

• NEULASTA SUBCUTANEOUS 
SOLUTION PREFILLED SYRINGE

PA Criteria Criteria Details

Covered Uses All FDA-approved indications not otherwise excluded from Part D.

Exclusion 
Criteria

Required 
Medical 
Information

Diagnosis, chemo regimen, patient history when applicable.

Age Restrictions

Prescriber 
Restrictions

Coverage 
Duration

Plan year

Other Criteria Home or LTC administration covered under Medicare Part D.  Physician 
office or healthcare setting administration, redirect for Medicare Part B 
coverage.  Forward to clinical pharmacist to review.
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neupogen
Products Affected

• NEUPOGEN INJECTION SOLUTION 300 
MCG/ML, 480 MCG/1.6ML

• NEUPOGEN INJECTION SOLUTION 
PREFILLED SYRINGE

PA Criteria Criteria Details

Covered Uses All FDA-approved indications not otherwise excluded from Part D.

Exclusion 
Criteria

Required 
Medical 
Information

Diagnosis of the any of the indications and the following information must 
be obtained before approval is authorized: patient's weight, most recent 
(within the past week) CBC with differential or absolute neutrophil count 
(ANC) (for chemotherapeutic regimens where patient has had history of 
significant neutropenia while on chemotherapy, provide CBC with diff. or 
ANC of last chemo cycle where patient experienced neutropenia), dose to 
administer, duration of therapy, target ANC or target WBC.

Age Restrictions

Prescriber 
Restrictions

Coverage 
Duration

Plan year

Other Criteria Clinical trial data shows no clinical benefit seen once an ANC is greater 
than 10,000/mm3. Home or LTC administration covered under Medicare 
Part D.  Physician office or healthcare setting administration, redirect for 
Medicare Part B coverage.

125



neupro
Products Affected

• NEUPRO

PA Criteria Criteria Details

Covered Uses All FDA-approved indications not otherwise excluded from Part D.

Exclusion 
Criteria

Required 
Medical 
Information

Parkinson's Disease: The member must have a diagnosis of Parkinson's 
disease, AND one of the following: The member must have had previous 
treatment, contraindication or intolerance to ropinirole and pramipexole 
OR The member must have a diagnosis of dysphagia or swallowing 
difficulty. Restless Leg Syndrome: The member must have a diagnosis of 
moderate-to-severe primary restless legs syndrome, AND The members 
must have had previous treatment, contraindication or intolerance to 
ropinirole and pramipexole unless contraindicated or intolerant.

Age Restrictions

Prescriber 
Restrictions

Coverage 
Duration

Plan year

Other Criteria
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nexavar
Products Affected

• NEXAVAR

PA Criteria Criteria Details

Covered Uses All FDA-approved indications not otherwise excluded from Part D.

Exclusion 
Criteria

squamous cell lung cancer being treated with carboplatin and paclitaxel.

Required 
Medical 
Information

Renal cell carcinoma (RCC): Diagnosis of RCC. One of the following: 
Relapsed disease OR both medically/surgically unresectable tumor and dx 
of Stage IV disease. Hepatocellular carcinoma (HCC): Diagnosis of HCC. 
One of the following: patient has metastatic disease, or patient has 
extensive liver tumor burden, or patient is inoperable by performance 
status or comorbidity (local disease or local disease with minimal 
extrahepatic disease only), or both of the following: patient is not a 
transplant candidate and disease is unresectable. Differentiated thyroid 
carcinoma (DTC): Diagnosis of DTC (ie, follicular carcinoma, Hurthle 
cell carcinoma, or papillary carcinoma). One of the following: locally 
recurrent disease or metastatic disease. One of the following: patient has 
symptomatic disease or patient has progressive disease. Disease is 
refractory to radioactive iodine (RAI) treatment.  Medullary thyroid 
carcinoma (MTC): Diagnosis of MTC. Patient has symptomatic disease. 
History of failure, contraindication, or intolerance to Caprelsa 
(vandetanib) or Cometriq (cabozantinib).

Age Restrictions

Prescriber 
Restrictions

RCC, DTC, MTC: Prescribed by or in consultation with an oncologist. 
HCC: Prescribed by or in consultation with an oncologist, hepatologist, or 
gastroenterologist.

Coverage 
Duration

Plan year

Other Criteria
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ninlaro
Products Affected

• NINLARO

PA Criteria Criteria Details

Covered Uses All FDA-approved indications not otherwise excluded from Part D.

Exclusion 
Criteria

Required 
Medical 
Information

Multiple myeloma: Diagnosis of multiple myeloma. Used in combination 
with Revlimid (lenalidomide) and dexamethasone. Patient has received at 
least one prior Velcade (bortezomib)-containing regimen for multiple 
myeloma.

Age Restrictions

Prescriber 
Restrictions

Prescribed by or in consultation with a hematologist/oncologist.

Coverage 
Duration

plan year

Other Criteria Approve for continuation of prior therapy.
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northera
Products Affected

• NORTHERA

PA Criteria Criteria Details

Covered Uses All FDA-approved indications not otherwise excluded from Part D.

Exclusion 
Criteria

Required 
Medical 
Information

Patient has a diagnosis of neurogenic orthostatic hypertension (NOH) 
AND NOH is due to one of the following: primary autonomic failure 
(Parkinson¿s disease, multiple system atrophy, and pure autonomic 
failure), dopamine beta-hydroxylase deficiency, non-diabetic autonomic 
neuropathy AND Patient has symptoms of NOH: Orthostatic dizziness, 
Lightheadedness, ¿feeling that you are about to black out¿.

Age Restrictions 18 years of age or older

Prescriber 
Restrictions

Prescribed by or in consultation with a cardiologist, neurologist, or 
nephrologist

Coverage 
Duration

3 months

Other Criteria For renewal, Patient does not have persistent or sustained supine 
hypertension (SBP more than 180 mmHg or DBP more than 110 mmHg), 
Patient does not have persistent or sustained standing or sitting 
hypertension (SBP more than 180 mmHg or DBP more than 110 mmHg), 
and Patient had improvement in symptoms of NOH. Sustained mean 
elevated blood pressure that persists for longer than 5 minutes after 
change in position. Persistent means elevated BP that occurs on more than 
one occasion on separate physician office visits
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noxafil
Products Affected

• NOXAFIL ORAL SUSPENSION

PA Criteria Criteria Details

Covered Uses All FDA-approved indications not otherwise excluded from Part D.

Exclusion 
Criteria

Concomitant treatment with sirolimus, CYP 3A4 substrates (pimozide, 
quinidine), HMG-CoA Reductase inhibitors primarily metabolized 
through CYP 3A4, or ergot alkaloids

Required 
Medical 
Information

Diagnosis of oropharyngeal candidiasis and patient tried and failed 
itraconazole and/or fluconazole OR Medication will be used as 
prophylaxis of invasive Aspergillus and Candida infections and the patient 
is at high risk of developing these infections due to being severely 
immunocompromised, such as hematopoietic stem cell transplant (HSCT) 
recipients with graft-versus-host disease (GVHD) or those with 
hematologic malignancies with prolonged neutropenia from 
chemotherapy.

Age Restrictions 13 years of age or older for prophylaxis of invasive Aspergillus or 
Candidate infection

Prescriber 
Restrictions

Coverage 
Duration

12 weeks

Other Criteria
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nucala
Products Affected

• NUCALA

PA Criteria Criteria Details

Covered Uses All medically accepted indications not otherwise excluded from Part D.

Exclusion 
Criteria

Required 
Medical 
Information

Severe asthma (init): Diagnosis of severe asthma. Asthma is an 
eosinophilic phenotype as defined by one of the following: baseline 
peripheral blood eosinophil levels are greater than or equal to 150 
cells/microliter or peripheral blood eosinophil levels were greater than or 
equal to 300 cells/microliter within the past 12 months. Patient has had at 
least two or more asthma exacerbations requiring systemic corticosteroids 
within the past 12 months or Patient has had any prior intubation for an 
asthma exacerbation or Patient has had a prior asthma-related 
hospitalization within the past 12 months. Patient is currently being 
treated with both a high-dose inhaled corticosteroid (ICS) [eg, greater than 
or equal to 880 mcg fluticasone propionate equivalent/day] and an 
additional asthma controller medication [eg, leukotriene receptor 
antagonist, long-acting beta-2 agonist (LABA), theophylline] or one 
maximally-dosed combination ICS/LABA product [eg, Advair 
(fluticasone propionate/salmeterol), Dulera (mometasone/formoterol), 
Symbicort (budesonide/formoterol)], unless there is a contraindication or 
intolerance to these medications.

Age Restrictions Severe asthma (init): Age greater than or equal to 12 years

Prescriber 
Restrictions

Severe asthma (init): Prescribed by or in consultation with a 
pulmonologist or allergy/immunology specialist

Coverage 
Duration

Severe asthma (init, reauth): 12 months
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PA Criteria Criteria Details

Other Criteria Severe asthma (reauth): Documentation of positive clinical response (eg, 
reduction in exacerbations). Patient is currently being treated with both a 
high-dose inhaled corticosteroid (ICS) [eg, greater than or equal to 880 
mcg fluticasone propionate equivalent/day] and an additional asthma 
controller medication [eg, leukotriene receptor antagonist, long-acting 
beta-2 agonist (LABA), theophylline] or one maximally-dosed 
combination ICS/LABA product [eg, Advair (fluticasone 
propionate/salmeterol), Dulera (mometasone/formoterol), Symbicort 
(budesonide/formoterol)], unless there is a contraindication or intolerance 
to these medications.
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nuedexta
Products Affected

• NUEDEXTA

PA Criteria Criteria Details

Covered Uses All medically accepted indications not otherwise excluded from Part D.

Exclusion 
Criteria

Required 
Medical 
Information

Pseudobulbar affect (PBA) (initial): Diagnosis of PBA. (Reauthorization): 
Documentation of clinical benefit from ongoing therapy with Nuedexta.

Age Restrictions

Prescriber 
Restrictions

Coverage 
Duration

PBA (initial/reauth): 12 months

Other Criteria
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nuplazid
Products Affected

• NUPLAZID ORAL TABLET 17 MG

PA Criteria Criteria Details

Covered Uses All medically accepted indications not otherwise excluded from Part D.

Exclusion 
Criteria

Required 
Medical 
Information

Parkinson's disease psychosis: Diagnosis of Parkinson's disease. Patient 
has at least one of the following: hallucinations or delusions.

Age Restrictions

Prescriber 
Restrictions

Coverage 
Duration

12 months

Other Criteria Approve for continuation of prior therapy.
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ocaliva
Products Affected

• OCALIVA

PA Criteria Criteria Details

Covered Uses All medically accepted indications not otherwise excluded from Part D.

Exclusion 
Criteria

Required 
Medical 
Information

Primary Biliary Cholangitis (PBC) (initial): Diagnosis of PBC (aka 
primary biliary cirrhosis). One of the following: a) patient has failed to 
achieve an alkaline phosphatase (ALP) level of less than 1.67 times the 
upper limit of normal (ULN) after at least 12 consecutive months of 
treatment with ursodeoxycholic acid (UDCA)  (e.g., Urso, Urso Forte, 
ursodiol) AND used in combination with UDCA, OR b) history of 
contraindication or intolerance to UDCA.

Age Restrictions

Prescriber 
Restrictions

PBC (initial): Prescribed by or in consultation with a hepatologist or 
gastroenterologist.

Coverage 
Duration

PBC (initial): 6 months, (reauth): 12 months

Other Criteria PBC (reauthorization): Submission of medical records (eg, laboratory 
values) documenting a reduction in ALP level from pre-treatment baseline 
(ie, prior Ocaliva therapy) while on Ocaliva therapy.
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octreotide/sandostatin
Products Affected

• octreotide acetate injection solution 100 
mcg/ml, 1000 mcg/ml, 200 mcg/ml, 50 

PA Criteria Criteria Details

Covered Uses All FDA-approved indications not otherwise excluded from Part D.

Exclusion 
Criteria

Required 
Medical 
Information

Diagnosis of acromegaly OR Diagnosis of metastatic carcinoid tumor 
requiring symptomatic treatment of severe diarrhea and flushing episodes 
OR Diagnosis of vasoactive intestinal peptide tumor requiring treatment 
of profuse watery diarrhea. Labs, IGF-1, Glucose.

Age Restrictions

Prescriber 
Restrictions

Coverage 
Duration

Plan year

Other Criteria Home or LTC administration covered under Medicare Part D.  Physician 
office or healthcare setting administration, redirect for Medicare Part B 
coverage.
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odomzo
Products Affected

• ODOMZO

PA Criteria Criteria Details

Covered Uses All FDA-approved indications not otherwise excluded from Part D.

Exclusion 
Criteria

Required 
Medical 
Information

Basal cell carcinoma: Diagnosis of locally advanced basal cell carcinoma 
AND One of the following: 1) Cancer has recurred following surgery or 
radiation therapy or 2) Patient is not a candidate for surgery or radiation 
therapy.

Age Restrictions

Prescriber 
Restrictions

Prescribed by or in consultation with an  oncologist or dermatologist

Coverage 
Duration

plan year

Other Criteria Approve for continuation of prior therapy.
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ofev
Products Affected

• OFEV

PA Criteria Criteria Details

Covered Uses All FDA-approved indications not otherwise excluded from Part D.

Exclusion 
Criteria

Exclude if used in combination with Esbriet

Required 
Medical 
Information

The patient has a diagnosis of idiopathic pulmonary fibrosis confirmed by 
a high resolution CT scan or biopsy AND the patient does not have 
evidence or suspicion of an alternative interstitial lung disease diagnosis 
AND liver function tests have been performed prior to start of therapy.

Age Restrictions

Prescriber 
Restrictions

Prescribed by or in consultation with a pulmonologist

Coverage 
Duration

Plan year

Other Criteria For renewal, patient experienced stabilization from baseline or a less than 
10 percent decline in force vital capacity AND the patient has not 
experienced AST or ALT elevations greater than 5 times the upper limit 
of normal or greater than 3 times the upper limit of normal with signs or 
symptoms of severe liver damage.
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opsumit
Products Affected

• OPSUMIT

PA Criteria Criteria Details

Covered Uses All FDA-approved indications not otherwise excluded from Part D.

Exclusion 
Criteria

Pregnancy.

Required 
Medical 
Information

Diagnosis of pulmonary arterial hypertension  AND diagnosis was 
confirmed by right heart catheterization AND female patients are enrolled 
in the OPSUMIT REMS program.

Age Restrictions

Prescriber 
Restrictions

Prescribed by or in consultation with a pulmonologist or cardiologist.

Coverage 
Duration

6 months - initial. 12 months - renewal

Other Criteria For renewal, medication was effective (i.e. improved 6 minute walk 
distance, oxygen saturation, etc.)
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oral estrogens (high risk medications)
Products Affected

• estradiol oral
• estradiol transdermal patch twice weekly
• MENEST ORAL TABLET 0.3 MG, 0.625 

MG, 1.25 MG

• PREMARIN ORAL
• PREMPHASE
• PREMPRO

PA Criteria Criteria Details

Covered Uses All FDA-approved indications not otherwise excluded from Part D.

Exclusion 
Criteria

Required 
Medical 
Information

Diagnosis: AND, 1.) The prescribing physician has been made aware that 
the requested drug is considered a high risk medication for elderly patients 
(age 65 and older) and wishes to proceed with the originally prescribed 
medication.

Age Restrictions Applies to patients 65 years or older

Prescriber 
Restrictions

Coverage 
Duration

Plan year

Other Criteria
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orencia
Products Affected

• ORENCIA CLICKJECT
• ORENCIA SUBCUTANEOUS SOLUTION 

PREFILLED SYRINGE

PA Criteria Criteria Details

Covered Uses All FDA-approved indications not otherwise excluded from Part D.

Exclusion 
Criteria

Required 
Medical 
Information

Diagnosis of one of the following indications: Moderate to severe 
rheumatoid arthritis and the patient has had an inadequate response to 
conventional treatment including methotrexate with or without one or 
more disease modifying anti- rheumatic drugs (DMARDs) +/- NSAIDs 
unless contraindicated or intolerant. The patient has had an inadequate 
response to one TNF antagonist therapy Remicade, Humira, or Enbrel. 
Moderate to severe polyarticular juvenile idiopathic arthritis and the 
patient had an inadequate response, intolerance or contraindication to one 
or more non-biologic DMARDs for at least 3 consecutive months and 
patient had an inadequate response to one one of the following (Humira or 
Enbrel) tumor necrosis factor inhibitors. An inadequate response can be 
defined as therapy was ineffective, not tolerated, or other clinical 
circumstance exists that precludes use. Diagnosis of psoriatic arthritis 
AND patient has tried and had an inadequate response, contraindication, 
or intolerance to methotrexate.

Age Restrictions

Prescriber 
Restrictions

Licensed Practitioner highly familiar with the use and monitoring of 
special biologic response modifiers.

Coverage 
Duration

Plan year

Other Criteria
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orenitram
Products Affected

• ORENITRAM ORAL TABLET 
EXTENDED RELEASE 0.125 MG, 0.25 

PA Criteria Criteria Details

Covered Uses All FDA-approved indications not otherwise excluded from Part D.

Exclusion 
Criteria

severe hepatic impairment (Child Pugh Class C)

Required 
Medical 
Information

Diagnosis of pulmonary arterial hypertension that was confirmed by right 
heart catheterization and does not respond to or is unable to take 
sildenafil.

Age Restrictions

Prescriber 
Restrictions

Pulmonologist or cardiologist or documentation of consultation with 
pulmonologist or cardiologist

Coverage 
Duration

Plan year

Other Criteria
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orkambi
Products Affected

• ORKAMBI ORAL TABLET

PA Criteria Criteria Details

Covered Uses All FDA-approved indications not otherwise excluded from Part D.

Exclusion 
Criteria

Required 
Medical 
Information

Cystic Fibrosis (CF) (Initial): Diagnosis of CF. Patient is homozygous for 
the F508del mutation in the CF transmembrane conductance regulator 
(CFTR) gene. The presence of the mutation was documented by an FDA-
cleared cystic fibrosis mutation test or Clinical Laboratory Improvement 
Amendments-approved facility.

Age Restrictions Under CMS Review

Prescriber 
Restrictions

Under CMS Review

Coverage 
Duration

Plan year

Other Criteria CF (Reauth): Patient is benefiting from treatment (i.e. improvement in 
lung function:forced expiratory volume in one second (FEV1), decreased 
number of pulmonary exacerbations)
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orphenadrine hrm
Products Affected

• orphenadrine citrate er

PA Criteria Criteria Details

Covered Uses All FDA-approved indications not otherwise excluded from Part D.

Exclusion 
Criteria

Required 
Medical 
Information

Diagnosis: AND, 1.) The prescribing physician has been made aware that 
the requested drug is considered a high risk medication for elderly patients 
(age 65 and older) and wishes to proceed with the originally prescribed 
medication

Age Restrictions Applies to patients 65 years or older

Prescriber 
Restrictions

Coverage 
Duration

Plan year

Other Criteria
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otezla
Products Affected

• OTEZLA ORAL TABLET
• OTEZLA ORAL TABLET THERAPY 

PACK

PA Criteria Criteria Details

Covered Uses All FDA-approved indications not otherwise excluded from Part D.

Exclusion 
Criteria

Required 
Medical 
Information

Psoriatic arthritis (PsA, initial): Diagnosis of active PsA. Plaque psoriasis 
(Initial): Diagnosis of moderate to severe plaque psoriasis PsA AND 
patient has tried and had an inadequate response, contraindication, or 
intolerance to methotrexate OR cyclosporine, Plaque psoriasis (initial): 
Patient has tried and had an inadequate response, is intolerant of, or is 
contraindicated to 1 of the following oral sytemic treatment (e.g., 
methotrexate, cyclosporine, acitretin) AND Trial and failure, 
contraindication, or intolerance to Humira OR  Enbrel, OR  attestation 
demonstrating a trial may be inappropriate OR for continuation of prior 
Otezla therapy.

Age Restrictions 18 years of age or older

Prescriber 
Restrictions

Prescribed by or in consultation with a dermatologist or rheumatologist.

Coverage 
Duration

Plan year

Other Criteria For renewal of psoriatic arthritis, patient has stable disease or has 
improved on therapy, such as improvement in number of swollen/tender 
joints, pain, or stiffness.
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pegasys
Products Affected

• PEGASYS PROCLICK SUBCUTANEOUS 
SOLUTION 180 MCG/0.5ML

• PEGASYS SUBCUTANEOUS SOLUTION

PA Criteria Criteria Details

Covered Uses All FDA-approved indications not otherwise excluded from Part D.

Exclusion 
Criteria

Required 
Medical 
Information

Under CMS Review

Age Restrictions

Prescriber 
Restrictions

Prescribed by an Infectious disease, gastroenterology, or hepatologist 
specialist

Coverage 
Duration

Plan Year

Other Criteria
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phenobarbital hrm
Products Affected

• phenobarbital oral elixir
• phenobarbital oral tablet

PA Criteria Criteria Details

Covered Uses All FDA-approved indications not otherwise excluded from Part D.

Exclusion 
Criteria

Required 
Medical 
Information

Diagnosis: AND, 1.) The prescribing physician has been made aware that 
the requested drug is considered a high risk medication for elderly patients 
(age 65 and older) and wishes to proceed with the originally prescribed 
medication

Age Restrictions Applies to patients 65 years or older

Prescriber 
Restrictions

Coverage 
Duration

Plan year

Other Criteria
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pomalyst
Products Affected

• POMALYST

PA Criteria Criteria Details

Covered Uses All FDA-approved indications not otherwise excluded from Part D.

Exclusion 
Criteria

Required 
Medical 
Information

Patient has a diagnosis of multiple myeloma and the patient has received 
two prior therapies, including Revlimid and Velcade unless the patient has 
a contraindication or intolerance to Revlimid or Velcade and the patient 
has demonstrated disease progression on or within 60 days of completion 
of last therapy AND the prescriber is registered, and patient is enrolled in 
the Pomalyst REMS program

Age Restrictions

Prescriber 
Restrictions

Coverage 
Duration

Plan year

Other Criteria
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praluent
Products Affected

• PRALUENT SUBCUTANEOUS 
SOLUTION PEN-INJECTOR 150 MG/ML, 

PA Criteria Criteria Details

Covered Uses All FDA-approved indications not otherwise excluded from Part D.

Exclusion 
Criteria

Diagnosis of HoFH

Required 
Medical 
Information

Documentation confirming diagnosis of one of the following HeFH or 
ASCVD and: 1) documentation that LDL is greater than 100.  AND 2) 
trial and failure to reach goal of maximally tolerated doses of atorvastatin 
greater than or equal to 40mg daily and rosuvastatin greater than or equal 
to 20mg daily , OR 3) Intolerance (documentation in chart notes 
confirming statin related adverse effects, rhabdomyolysis, intolerable 
myalgia or myopathy, or myositis), or Contraindication to high intensity 
statin therapy ( statins are contraindicated in active liver disease, persistent 
elevations of serum transaminases, pregnancy or women who may 
become pregnant, and breat feeding).

Age Restrictions 18 YEARS OR OLDER

Prescriber 
Restrictions

Coverage 
Duration

Plan year

Other Criteria
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prolastin-c
Products Affected

• PROLASTIN-C INTRAVENOUS 
SOLUTION RECONSTITUTED 1000 MG

PA Criteria Criteria Details

Covered Uses All FDA-approved indications not otherwise excluded from Part D.

Exclusion 
Criteria

IgA deficiency with known anti-IgA antibody

Required 
Medical 
Information

Diagnosis of emphysema AND patient has alpha-1 proteinase inhibitor 
deficiency AND patient has a high-risk phenotype (PiZZ, PiZ(null), 
Pi(null) (null), or other phenotype associated with serum alpha-1 
antitrypsin concentrations of less than 11 uM/L (80 mg/dL)

Age Restrictions

Prescriber 
Restrictions

Coverage 
Duration

Plan year

Other Criteria
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prolia
Products Affected

• PROLIA

PA Criteria Criteria Details

Covered Uses All FDA-approved indications not otherwise excluded from Part D.

Exclusion 
Criteria

Required 
Medical 
Information

Under CMS Review

Age Restrictions

Prescriber 
Restrictions

Coverage 
Duration

Plan year

Other Criteria For renewal, patient has improved or stabilized BMD, no new fractures, or 
improved biochemical markers, etc.
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promacta
Products Affected

• PROMACTA

PA Criteria Criteria Details

Covered Uses All FDA-approved indications not otherwise excluded from Part D.

Exclusion 
Criteria

Required 
Medical 
Information

Diagnosis of one of the following: A) Relapsed/refractory chronic 
immune (idiopathic) thrombocytopenic purpura (ITP) for greater than 6 
months AND Baseline platelet count is less than 50,000/mcL AND 
Degree of thrombocytopenia and clinical condition increase the risk of 
bleeding AND Patient had an insufficient response, intolerance, 
contraindication to corticosteroids or immune globulin or inadequate 
response or contraindication to splenectomy, B)Chronic hepatitis C and 
patient has thrombocytopenia defined as platelets less than 90,000/mcL 
for initiation (pre-treatment) of interferon therapy. Severe aplastic anemia 
(initial): Diagnosis of severe aplastic anemia. Patient has a platelet count 
less than 30,000/mcL. History of failure, intolerance, or contraindication 
to immunosuppressive therapy with antithymocyte globulin and 
cyclosporine.

Age Restrictions

Prescriber 
Restrictions

Coverage 
Duration

Plan year

Other Criteria
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pulmozyme
Products Affected

• PULMOZYME

PA Criteria Criteria Details

Covered Uses All FDA-approved indications not otherwise excluded from Part D.

Exclusion 
Criteria

Required 
Medical 
Information

Diagnosis of cystic fibrosis.

Age Restrictions

Prescriber 
Restrictions

Coverage 
Duration

Plan year

Other Criteria For renewal, Patient is benefiting from treatment (i.e. improvement in 
lung function [FEV1], decreased number of pulmonary exacerbations). 
Part D if patient in long term care (defined by customer location code on 
claim) otherwise Part B.
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quinine sulfate
Products Affected

• quinine sulfate oral

PA Criteria Criteria Details

Covered Uses All FDA-approved indications not otherwise excluded from Part D. 
Uncomplicated Plasmodium vivax malaria, Babesiosi

Exclusion 
Criteria

Coverage is not provided for patients with any of the following 
contraindications to therapy: prolongation of QT interval, glucose-6-
phosphate dehydrogenase (G6PD) deficiency, myasthenia gravis, Known 
hypersensitivity to quinine, mefloquine, or quinidine, or optic neuritis

Required 
Medical 
Information

Patient has a diagnosis of one of the following: A) uncomplicated 
Plasmodium falciparum malaria B) uncomplicated Plasmodium vivax 
malaria C) babesiosis.

Age Restrictions Patient is 16 years of age or older

Prescriber 
Restrictions

Coverage 
Duration

1 month

Other Criteria
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ranexa
Products Affected

• RANEXA

PA Criteria Criteria Details

Covered Uses All FDA-approved indications not otherwise excluded from Part D.

Exclusion 
Criteria

Hepatic cirrhosis. Pre-existing QT prolongation. Concurrent therapy with 
a strong CYP3A4 inhibitor. Concurrent therapy with a CYP3A4 inducer.

Required 
Medical 
Information

Diagnosis of chronic angina AND patient has tried and failed at least one 
drug from any 2 of the following therapy classes: beta-blockers, calcium 
channel blockers, long-acting nitrates.

Age Restrictions

Prescriber 
Restrictions

Coverage 
Duration

Plan year

Other Criteria
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ravicti
Products Affected

• RAVICTI

PA Criteria Criteria Details

Covered Uses All FDA-approved indications not otherwise excluded from Part D.

Exclusion 
Criteria

Required 
Medical 
Information

Urea cycle disorders (UCDs) (Initial): Diagnosis of UCDs.

Age Restrictions UCDs (Initial): Age 2 months or older

Prescriber 
Restrictions

Coverage 
Duration

UCDs (Initial, reauth): 12 months

Other Criteria UCDs (reauth): Documentation of positive clinical response to Ravicti 
therapy.
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regranex
Products Affected

• REGRANEX

PA Criteria Criteria Details

Covered Uses All FDA-approved indications not otherwise excluded from Part D.

Exclusion 
Criteria

Required 
Medical 
Information

Diabetic neuropathic ulcers: Patient has a lower extremity diabetic 
neuropathic ulcer. Treatment will be given in combination with ulcer 
wound care (eg, debridement, infection control, and/or pressure relief)

Age Restrictions

Prescriber 
Restrictions

Coverage 
Duration

5 months

Other Criteria
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relistor
Products Affected

• RELISTOR ORAL
• RELISTOR SUBCUTANEOUS 

SOLUTION

PA Criteria Criteria Details

Covered Uses All FDA-approved indications not otherwise excluded from Part D.

Exclusion 
Criteria

Coverage is not provided for use nausea, vomiting, pruritis, or urinary 
retention related to morphine or other opioids.

Required 
Medical 
Information

Diagnosis of opioid-induced constipation. Patient has tried and failed or 
had an insufficient response to at least 2 of the following: Lactulose, PEG 
3350 or Amitiza. Patient is diagnosed with an advanced illness (e.g., 
incurable cancer, end-stage chronic obstructive pulmonary 
disease/emphysema, cardiovascular disease/heart failure, Alzheimer's 
disease/dementia, HIV/AIDS, etc.) AND Patient is receiving palliative 
care AND Patient has tried and had an insufficient response to  at least 2 
of the following: lactulose, PEG 3350 or Amitiza.

Age Restrictions

Prescriber 
Restrictions

Coverage 
Duration

4 months

Other Criteria
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repatha
Products Affected

• REPATHA
• REPATHA PUSHTRONEX SYSTEM

• REPATHA SURECLICK

PA Criteria Criteria Details

Covered Uses All FDA-approved indications not otherwise excluded from Part D.

Exclusion 
Criteria

Required 
Medical 
Information

Submission of medical records (eg, chart notes, laboratory values) 
documenting one of the following diagnoses: HeFH, HoFH or ASCVD 
and: 1) documentation that LDL is greater than 100,  AND 2) trial and 
failure or intolerance to reach goal with maximally tolerated doses of both 
of the following: atorvastatin greater than or equal to 40mg daily and 
rosuvastatin greater than or equal to 20mg daily, OR 3) Intolerance 
(documentation in chart notes confirming statin related adverse effects, 
rhabdomyolysis, intolerable myalgia or myopathy, or myositis), or 
Contraindication to high intensity statin therapy ( statins are 
contraindicated in active liver disease, persistent elevations of serum 
transaminases, pregnancy or women who may become pregnant, and breat 
feeding).

Age Restrictions

Prescriber 
Restrictions

HeFH/ASCVD/HoFH (init, reauth): Prescribed by a cardiologist, 
endocrinologist, or lipid specialist

Coverage 
Duration

Plan year

Other Criteria
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revlimid
Products Affected

• REVLIMID

PA Criteria Criteria Details

Covered Uses All FDA-approved indications not otherwise excluded from Part D.

Exclusion 
Criteria

Required 
Medical 
Information

Diagnosis of multiple myeloma: LABS, Platelet count, ANC, pregnancy 
test if female. Diagnosis of transfusion-dependent anemia due to low- or 
intermediate-1-risk myelodysplastic syndromes associated with a deletion 
5q cytogenetic abnormality with or without additional cytogenetic 
abnormalities. Diagnosis of mantle cell lymphoma (MCL): documentated 
treatment with at least 1 prior agent, either Velcade or Rituxan, AND Labs 
including ANC and platelet count, pregnancy test if female

Age Restrictions

Prescriber 
Restrictions

Prescribed by or in consultation with an oncologist/hematologist

Coverage 
Duration

12 months

Other Criteria Patient is enrolled in the REVLIMID REMS Program.  ONLY APPLIES 
to NEW STARTS
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rozerem
Products Affected

• ROZEREM

PA Criteria Criteria Details

Covered Uses All FDA-approved indications not otherwise excluded from Part D.

Exclusion 
Criteria

Required 
Medical 
Information

Diagnosis: Insomnia. The member must have had a trial an failure, or 
intolerance or contraindication to 2 of the following drugs: flurazepam, 
temazepam or Lunesta.

Age Restrictions PA criteria applies to patients 18 to 64 years of age. Approve for patients 
65 years of age and older.

Prescriber 
Restrictions

Coverage 
Duration

Plan year

Other Criteria
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rubraca
Products Affected

• RUBRACA

PA Criteria Criteria Details

Covered Uses All FDA-approved indications not otherwise excluded from Part D.

Exclusion 
Criteria

Required 
Medical 
Information

Under CMS Review

Age Restrictions

Prescriber 
Restrictions

Prescribed by or in consultation with an oncologist

Coverage 
Duration

12 months

Other Criteria Approve for continuation of prior therapy
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sabril
Products Affected

• SABRIL ORAL TABLET
• vigabatrin

PA Criteria Criteria Details

Covered Uses All FDA-approved indications not otherwise excluded from Part D.

Exclusion 
Criteria

Required 
Medical 
Information

Diagnosis for partial seizure and treatment failure, contraindication or 
intolerence to TWO AED drugs: carbamazepine, phenytoin, lamotrigine, 
valproic acid, levetiracetam. Approve with diagnosis of infantile spasms.

Age Restrictions

Prescriber 
Restrictions

Under CMS Review

Coverage 
Duration

Plan year

Other Criteria ONLY APPLIES TO NEW STARTS.
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savella
Products Affected

• SAVELLA

PA Criteria Criteria Details

Covered Uses All FDA-approved indications not otherwise excluded from Part D.

Exclusion 
Criteria

Use of monoamine oxidase inhibitors concomitantly or within 14 days.

Required 
Medical 
Information

Diagnosis of fibromyalgia AND patient had a previous trial with or has a 
contraindication, intolerance, or allergy to one of the following agents 
used for the treatment of fibromyalgia: tricyclic antidepressant, SNRI, 
SSRI, gabapentin.

Age Restrictions 18 years of age or older

Prescriber 
Restrictions

Coverage 
Duration

Plan year

Other Criteria For renewal patient had an improvement in pain, physical functioning, etc.
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signifor
Products Affected

• SIGNIFOR

PA Criteria Criteria Details

Covered Uses All FDA-approved indications not otherwise excluded from Part D.

Exclusion 
Criteria

Required 
Medical 
Information

Diagnosis of (pituitary) Cushing's disease AND pituitary surgery is not an 
option or has not been curative

Age Restrictions 18 years of age or older

Prescriber 
Restrictions

Coverage 
Duration

Plan year

Other Criteria For renewal, patient had a clinically meaningful reduction in 24-hour 
urinary free cortisol levels and/or improvement in signs or symptoms of 
the disease
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sildenafil
Products Affected

• sildenafil citrate oral tablet 20 mg

PA Criteria Criteria Details

Covered Uses All FDA-approved indications not otherwise excluded from Part D.

Exclusion 
Criteria

Coverage not provided for patients currently receiving nitrate therapy

Required 
Medical 
Information

Patient has a diagnosis of Pulmonary Arterial Hypertension (PAH) WHO 
Group I with NYHA functional class II or III OR Patient has a diagnosis 
of Pulmonary Arterial Hypertension (PAH) (WHO Group I) WHO/NYHA 
functional class IV

Age Restrictions

Prescriber 
Restrictions

Prescription is written by a pulmonologist or cardiologist or 
documentation of consultation with pulmonologist or cardiologist

Coverage 
Duration

Plan year

Other Criteria
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simponi
Products Affected

• SIMPONI SUBCUTANEOUS SOLUTION 
AUTO-INJECTOR

• SIMPONI SUBCUTANEOUS SOLUTION 
PREFILLED SYRINGE

PA Criteria Criteria Details

Covered Uses All FDA-approved indications not otherwise excluded from Part D.

Exclusion 
Criteria

Required 
Medical 
Information

Rheumatoid Arthritis (RA) (Initial): Diagnosis of moderately to severely 
active RA. One of the following: Receiving concurrent therapy with 
methotrexate (Rheumatrex/Trexall) OR failure, contraindication, or 
intolerance to methotrexate (Rheumatrex/Trexall). One of the following: 
Failure, contraindication, or intolerance to both Enbrel (etanercept) and 
Humira (adalimumab), OR for continuation of prior Simponi therapy. 
Psoriatic Arthritis (PsA) (Initial): Diagnosis of active PsA. One of the 
following: Failure, contraindication, or intolerance to both Enbrel 
(etanercept) and Humira (adalimumab), OR for continuation of prior 
Simponi therapy. Ankylosing Spondylitis (AS) (Initial): Diagnosis of 
active AS. One of the following: Failure, contraindication, or intolerance 
to both Enbrel (etanercept) and Humira (adalimumab), OR for 
continuation of prior Simponi therapy. Ulcerative Colitis (UC) (Initial): 
Diagnosis of moderately to severely active UC. Patient is corticosteroid 
dependent (ie, an inability to successfully taper corticosteroids without a 
return of the symptoms of UC), OR history of failure, contraindication, or 
intolerance to one of the following: oral aminosalicylate, oral 
corticosteroid, azathioprine, 6-mercaptopurine. One of the following: 
Failure, contraindication, or intolerance to Humira (adalimumab), OR for 
continuation of prior Simponi therapy. All indications (Initial, reauth): 
Patient is not receiving Simponi in combination with a biologic DMARD 
[eg, Enbrel (etanercept), Humira (adalimumab), Cimzia (certolizumab), 
Orencia (abatacept)]. Patient is not receiving Simponi in combination with 
a Janus kinase inhibitor [eg, Xeljanz (tofacitinib)]. For a diagnosis of PsA, 
Patient is not receiving Simponi in combination with a phosphodiesterase 
4 (PDE4) inhibitor [e.g., Otezla (apremilast)].

Age Restrictions

Prescriber 
Restrictions

RA, AS (Initial): Prescribed by or in consultation with a rheumatologist. 
PsA (Initial): Prescribed by or in consultation with a rheumatologist or 
dermatologist. UC (Initial): Prescribed by or in consultation with a 
gastroenterologist.
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PA Criteria Criteria Details

Coverage 
Duration

UC (Initial): 12 weeks. UC (Reauth): 12 months. RA, AS, PsA (Initial, 
reauth): 12 months

Other Criteria All indications (Reauth): Documentation of positive clinical response to 
Simponi therapy.

168



sirturo
Products Affected

• SIRTURO

PA Criteria Criteria Details

Covered Uses All FDA-approved indications not otherwise excluded from Part D.

Exclusion 
Criteria

Under CMS Review

Required 
Medical 
Information

Multidrug-resistant tuberculosis (MDR-TB). The member must have a 
diagnosis of pulmonary multidrug-resistant tuberculosis (MDR-TB) 
confirmed by drug susceptibility testing (DST. Susceptibility to 
bedaquiline has been confirmed by DST. Bedaquiline will be used as part 
of a multidrug regimen.

Age Restrictions

Prescriber 
Restrictions

Coverage 
Duration

Plan year

Other Criteria
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somatropin
Products Affected

• GENOTROPIN MINIQUICK 
SUBCUTANEOUS SOLUTION 
RECONSTITUTED 0.2 MG

• GENOTROPIN SUBCUTANEOUS 
SOLUTION RECONSTITUTED 12 MG

• HUMATROPE INJECTION SOLUTION 

RECONSTITUTED 12 MG, 24 MG
• NUTROPIN AQ NUSPIN 10
• NUTROPIN AQ NUSPIN 20
• NUTROPIN AQ NUSPIN 5
• ZORBTIVE

PA Criteria Criteria Details

Covered Uses All FDA-approved indications not otherwise excluded from Part D.

Exclusion 
Criteria

Growth promotion in pediatric patients with closed epiphyses, evidence of 
active malignancy, progression of any underlying intracranial lesion or 
actively growing intracranial tumor, acute critical illness due to 
complications following open heart or abdominal surgery, multiple 
accidental trauma or acute respiratory failure, active proliferative or 
severe nonproliferative diabetic retinopathy, or in patients with Prader-
Willi syndrome who are severely obese, have a history of upper airway 
obstruction or sleep apnea, or have severe respiratory impairment.

Required 
Medical 
Information

Under CMS Review

Age Restrictions

Prescriber 
Restrictions

Coverage 
Duration

4 weeks (adults with short bowel syndrome), Plan year (all other 
diagnoses)

Other Criteria Home or LTC administration covered under Medicare Part D.  Physician 
office or healthcare setting administration, redirect for Medicare Part B 
coverage.
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somatuline
Products Affected

• SOMATULINE DEPOT SUBCUTANEOUS 
SOLUTION 120 MG/0.5ML, 90 MG/0.3ML

PA Criteria Criteria Details

Covered Uses All FDA-approved indications not otherwise excluded from Part D.

Exclusion 
Criteria

Required 
Medical 
Information

Under CMS Review

Age Restrictions

Prescriber 
Restrictions

Coverage 
Duration

Plan year

Other Criteria For renewal, patient's IGF-1 levels for age and gender has normalized or 
improved.
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somavert
Products Affected

• SOMAVERT

PA Criteria Criteria Details

Covered Uses All FDA-approved indications not otherwise excluded from Part D.

Exclusion 
Criteria

Hypersensitivity to pegvisomant, polyethylene glycol, or any component 
of the formulation

Required 
Medical 
Information

Diagnosis of acromegaly AND Inadequate response to surgery and/or 
radiation therapy and/or other medical therapies (such as dopamine 
agonists and/or somatostatin analogues) or patient is not a candidate for 
any of those treatment options.

Age Restrictions

Prescriber 
Restrictions

Coverage 
Duration

Plan year

Other Criteria Home or LTC administration covered under Medicare Part D.  Physician 
office or healthcare setting administration, redirect for Medicare Part B 
coverage.
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sovaldi
Products Affected

• SOVALDI

PA Criteria Criteria Details

Covered Uses All FDA-approved indications not otherwise excluded from Part D.

Exclusion 
Criteria

Required 
Medical 
Information

Criteria will be applied consistent with current AASLD/IDSA guideline 
and all of the following: A) Diagnosis of Chronic hepatitis C infection 
with lab data confirming genotype and positive HCV RNA level, taken 
within the previous 6 months, AND B) patient is treatment experienced or 
treatment naive AND C) documentation of cirrhosis (if applicable) 
through one of the following: liver biopsy, Metavir score, Fibrosure or 
fibroscan score, APRI score, radiological imaging consistent with 
cirrhosis or physical findings/clinical evidence consistent with cirrhosis as 
attested by the prescribing physician

Age Restrictions

Prescriber 
Restrictions

Prescribed by an Infectious disease, gastroenterology, or hepatologist 
specialist

Coverage 
Duration

Duration: 12,16,24, or 48 weeks depending on past medical history, 
cirrhosis history, and genotype.

Other Criteria
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sprycel
Products Affected

• SPRYCEL

PA Criteria Criteria Details

Covered Uses All FDA-approved indications not otherwise excluded from Part D.

Exclusion 
Criteria

Required 
Medical 
Information

Diagnosis of Philadelphia chromosome-positive chronic myelogenous 
leukemia (Ph+ CML) in the chronic phase and patient is found to be Ph+ 
or BCR-ABL positive as detected by bone marrow cytogenetics or FISH 
OR Ph+ CML with resistance, relapse or inadequate response to prior TKI 
therapy (e.g., Gleevec, Tasigna, Iclusig, Bosulif) and if patient has 
mutation testing, patient does not have T315I mutation OR Ph+ CML with 
intolerance to prior therapy OR Diagnosis of Ph+ acute lymphoblastic 
leukemia.

Age Restrictions Under CMS Review

Prescriber 
Restrictions

Coverage 
Duration

Plan year

Other Criteria
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stelara
Products Affected

• STELARA SUBCUTANEOUS SOLUTION 
45 MG/0.5ML

• STELARA SUBCUTANEOUS SOLUTION 
PREFILLED SYRINGE

PA Criteria Criteria Details

Covered Uses All medically accepted indications not otherwise excluded from Part D.

Exclusion 
Criteria

Required 
Medical 
Information

Plaque psoriasis (Initial - 45mg/0.5mL): Diagnosis of moderate to severe 
plaque psoriasis. Plaque psoriasis (Initial - 90mg/1mL): Diagnosis of 
moderate to severe plaque psoriasis. Patient's weight is greater than 100 
kg (220 lbs). Psoriatic arthritis (PsA) (Initial - 45mg/0.5mL): Diagnosis of 
active PsA. PsA (Initial - 90mg/1mL): Diagnosis of active PsA. Patient's 
weight is greater than 100 kg (220 lbs). Diagnosis of co-existent moderate 
to severe psoriasis. Plaque psoriasis (Initial):  One of the following: a) 
Trial and failure, contraindication, or intolerance (TF/C/I) to Enbrel 
(etanercept) OR Humira (adalimumab) OR b) for continuation of prior 
Stelara therapy. PsA (Initial):  One of the following: a) TF/C/I to 
Cosentyx (secukinumab) AND one of the following: Enbrel (etanercept) 
or Humira (adalimumab), OR b) for continuation of prior Stelara therapy. 
Crohn's disease (CD) (Initial): Diagnosis of moderately to severely active 
Crohn¿s disease. One of the following: a) TF/C/I to Humira (adalimumab) 
OR b) TF/C/I to treatment with at least one immunomodulator or 
corticosteroid [e.g., Purinethol (6-mercaptopurine), Imuran (azathioprine), 
Sandimmune (cyclosporine A), Prograf (tacrolimus), methotrexate 
(methotrexate)], OR c) for continuation of prior Stelara therapy.

Age Restrictions

Prescriber 
Restrictions

Plaque psoriasis (initial): Prescribed by or in consultation with a 
dermatologist. PsA (initial): Prescribed by or in consultation with a 
dermatologist or rheumatologist. CD (initial): Prescribed by or in 
consultation with a gastroenterologist.

Coverage 
Duration

All uses (Initial, reauth):  12 months

Other Criteria Reauthorization (all indications): Documentation of positive clinical 
response to Stelara therapy. All indications (initial, reauth): Patient is not 
receiving Stelara in combination with a biologic DMARD [eg, Enbrel 
(etanercept), Humira (adalimumab), Cimzia (certolizumab), Simponi 
(golimumab).
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stivarga
Products Affected

• STIVARGA

PA Criteria Criteria Details

Covered Uses All FDA-approved indications not otherwise excluded from Part D.

Exclusion 
Criteria

Required 
Medical 
Information

Diagnosis of: A) metastatic colon or rectal  cancer AND patient has 
previously treated with fluoropyrimidine-, oxaliplatin-, and irinotecan-
based therapy, an anti-vascular endothelial growth factor (VEGF) therapy, 
and, if KRAS wild type, an anti-epidermal growth factor receptor (EGFR) 
therapy or B) gastrointestinal stromal tumors that is locally advanced, 
unresectable or metastatic and patient has tried and had an inadequate 
response, contraindication or intolerance to Gleevec or Sutent or C) 
Treatment of hepatocellular carcinoma (HCC) who have been previously 
treated with sorafenib.

Age Restrictions

Prescriber 
Restrictions

Coverage 
Duration

Plan year

Other Criteria If patient has elevated liver function tests of hepatocellular necrosis, 
therapy will be interrupted and then reduced or discontinued.
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sulfonylureas (high risk medications)
Products Affected

• chlorpropamide

PA Criteria Criteria Details

Covered Uses All FDA-approved indications not otherwise excluded from Part D.

Exclusion 
Criteria

Required 
Medical 
Information

Diagnosis: AND, 1.) The prescribing physician has been made aware that 
the requested drug is considered a high risk medication for elderly patients 
(age 65 and older) and wishes to proceed with the originally prescribed 
medication, OR, 2.) Patient has tried and failed TWO non-high risk 
formulary alternative (glipizide, metformin, glimepiride).

Age Restrictions Applies to patients 65 years or older

Prescriber 
Restrictions

Coverage 
Duration

Plan year

Other Criteria
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surmontil hrm
Products Affected

• trimipramine maleate oral

PA Criteria Criteria Details

Covered Uses All FDA-approved indications not otherwise excluded from Part D.

Exclusion 
Criteria

Required 
Medical 
Information

Diagnosis: AND, 1.) The prescribing physician has been made aware that 
the requested drug is considered a high risk medication for elderly patients 
(age 65 and older) and wishes to proceed with the originally prescribed 
medication, OR, 2.) Patient has tried and failed TWO non-high risk 
formulary alternatives: For depression: paroxetine, sertraline, venlafaxine, 
duloxetine, citalopram, escitalopram, fluoxetine, and trazodone.  For 
anxiety: paroxetine, venlafaxine, duloxetine, and buspirone.

Age Restrictions Applies to patients 65 years or older

Prescriber 
Restrictions

Coverage 
Duration

Plan year

Other Criteria
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sutent
Products Affected

• SUTENT

PA Criteria Criteria Details

Covered Uses All FDA-approved indications not otherwise excluded from Part D.

Exclusion 
Criteria

Required 
Medical 
Information

Diagnosis of advanced/metastatic renal cell carcinoma OR Diagnosis of 
gastrointestinal stromal tumors after disease progression on or intolerance 
to Gleevec OR Diagnosis of progressive, well-differentiated pancreatic 
neuroendocrine tumors in a patient with unresectable locally advanced or 
metastatic disease.

Age Restrictions

Prescriber 
Restrictions

Coverage 
Duration

Plan year

Other Criteria
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sylatron
Products Affected

• SYLATRON SUBCUTANEOUS KIT 200 
MCG, 300 MCG, 600 MCG

PA Criteria Criteria Details

Covered Uses All FDA-approved indications not otherwise excluded from Part D.

Exclusion 
Criteria

autoimmune hepatitis. Hepatic decompensation (Child-Pugh score greater 
than 6 [Class B or C])

Required 
Medical 
Information

Patient is being treated adjuvantly for melanoma with microscopic or 
gross nodal involvement within 84 days of definitive surgical resection 
including complete lymphadenectomy.

Age Restrictions

Prescriber 
Restrictions

Coverage 
Duration

Plan year

Other Criteria
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synribo
Products Affected

• SYNRIBO

PA Criteria Criteria Details

Covered Uses All FDA-approved indications not otherwise excluded from Part D.

Exclusion 
Criteria

Required 
Medical 
Information

Diagnosis of chronic myelogenous leukemia AND patient has tried and 
failed or has a contraindication or intolerance to 2 tyrosine kinase 
inhibitors

Age Restrictions 18 years of age or older

Prescriber 
Restrictions

Coverage 
Duration

Plan year

Other Criteria
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tafinlar
Products Affected

• TAFINLAR ORAL CAPSULE 50 MG, 75 
MG

PA Criteria Criteria Details

Covered Uses All FDA-approved indications not otherwise excluded from Part D.

Exclusion 
Criteria

Required 
Medical 
Information

Diagnosis of unresectable or metastatic melanoma and medication will be 
used as a single agent in a patient with a positive BRAF V600E mutation 
as detected by an FDA-approved test OR medication will be used in 
combination with trametinib, for the treatment of patients with 
unresectable or metastatic melanoma with BRAF V600E or V600K 
mutation, as detected by an FDA-approved test.

Age Restrictions

Prescriber 
Restrictions

Coverage 
Duration

Plan year

Other Criteria
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tagrisso
Products Affected

• TAGRISSO

PA Criteria Criteria Details

Covered Uses All FDA-approved indications not otherwise excluded from Part D.

Exclusion 
Criteria

Required 
Medical 
Information

Non-small cell lung cancer (NSCLC): Diagnosis of NSCLC. Tumors are 
positive for epidermal growth factor receptor (EGFR) T790M 
mutation.The patient has experienced disease progression on or after one 
of the following EGFR Tyrosine Kinase Inhibitors (TKIs): Gilotrif 
(afatinib), Iressa (gefitinib), Tarceva (erlotinib).

Age Restrictions

Prescriber 
Restrictions

Prescribed by or in consultation with an oncologist.

Coverage 
Duration

plan year

Other Criteria Approve for continuation of prior therapy.
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tarceva
Products Affected

• TARCEVA

PA Criteria Criteria Details

Covered Uses All FDA-approved indications not otherwise excluded from Part D.

Exclusion 
Criteria

Required 
Medical 
Information

Diagnosis of locally advanced, unresectable, or metastatic pancreatic 
cancer and Tarceva will be used in combination with gemcitabine OR 
Diagnosis of locally advanced or metastatic (stage III or IV) non-small 
cell lung cancer with one of the following: A) failure with at least one 
prior chemotherapy regimen and Tarceva will be used as monotherapy, or 
B) no evidence of disease progression after four cycles of first-line 
platinum-based chemotherapy and Tarceva will be used as maintenance 
treatment and Tarceva will be used as monotherapy, or C) Patient has 
known active epidermal growth factor receptor (EGFR) mutation or gene 
amplification and Tarceva will be used first-line.

Age Restrictions

Prescriber 
Restrictions

Coverage 
Duration

Plan year

Other Criteria Home or LTC administration covered under Medicare Part D.  Physician 
office or healthcare setting administration, redirect for Medicare Part B 
coverage. ONLY APPLIES to NEW STARTS
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targretin
Products Affected

• TARGRETIN EXTERNAL

PA Criteria Criteria Details

Covered Uses All FDA-approved indications not otherwise excluded from Part D.

Exclusion 
Criteria

Required 
Medical 
Information

Cutaneous T-Cell Lymphoma (CTCL): Diagnosis of CTCL. History of 
failure, contraindication, or intolerance  to at least one prior therapy 
(including skin-directed therapies [eg, corticosteroids {ie, clobetasol, 
diflorasone, halobetasol, augmented betamethasone dipropionate}] or 
systemic therapies [eg, interferons]).

Age Restrictions

Prescriber 
Restrictions

Prescribed by or in consultation with an oncologist or dermatologist

Coverage 
Duration

Plan year

Other Criteria Approve for continuation of prior therapy.
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tasigna
Products Affected

• TASIGNA

PA Criteria Criteria Details

Covered Uses All FDA-approved indications not otherwise excluded from Part D.

Exclusion 
Criteria

Long QT syndrome. Uncorrected hypokalemia. Uncorrected 
hypomagnesemia. Concomitant use with a drug known to prolong the QT 
interval or strong cytochrome P450 3A4 inhibitors

Required 
Medical 
Information

Newly diagnosed Philadelphia chromosome-positive chronic 
myelogenous leukemia (Ph+ CML) in the chronic phase and patient is 
found to be Ph+ or BCR-ABL positive as detected by bone marrow 
cytogenetics or FISH OR Diagnosis of Ph+ CML with resistance, relapse 
or inadequate response to prior therapy and if the patient had mutation 
testing, patient does not have the T315I mutation OR Ph+ CML with 
intolerance to prior therapy.

Age Restrictions Under CMS Review

Prescriber 
Restrictions

Coverage 
Duration

Plan year

Other Criteria
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tecfidera
Products Affected

• TECFIDERA

PA Criteria Criteria Details

Covered Uses All FDA-approved indications not otherwise excluded from Part D.

Exclusion 
Criteria

Required 
Medical 
Information

Diagnosis of relapsing forms of multiple sclerosis (relapsing-remitting MS 
or progressive-relapsing MS, or secondary-progressive MS) OR patient 
has experienced a first clinical episode and has MRI features consistent 
with multiple sclerosis.

Age Restrictions

Prescriber 
Restrictions

Coverage 
Duration

Plan year

Other Criteria
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testosterone
Products Affected

• testosterone transdermal gel 10 mg/act (2%), 
12.5 mg/act (1%), 25 mg/2.5gm (1%), 50 

mg/5gm (1%)
• testosterone transdermal solution

PA Criteria Criteria Details

Covered Uses All FDA-approved indications not otherwise excluded from Part D.

Exclusion 
Criteria

Male patients with normal or above normal testosterone levels (normal 
equal to  270-1070 ng/dl or 9.3-37 mmol), breast cancer in males, 
hypersensitivity to testosterone or any component of the product, 
pregnancy, known or suspected prostate cancer, use of the gel or patch in 
women.

Required 
Medical 
Information

Diagnosis of hypogonadism (primary or hypogonadotropic) AND patient 
is male AND patient's serum testosterone (total or free) value and the 
laboratory reference value range reported by laboratory service AND 
diagnosis has been confirmed by a low-for-age serum testosterone (total 
or free) level defined by the normal laboratory reference value

Age Restrictions

Prescriber 
Restrictions

Coverage 
Duration

Plan year

Other Criteria Home or LTC administration covered under Medicare Part D.  Physician 
office or healthcare setting administration, redirect for Medicare Part B 
coverage.
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tetrahydrocannabinol
Products Affected

• dronabinol oral capsule 10 mg, 2.5 mg, 5 mg

PA Criteria Criteria Details

Covered Uses All FDA-approved indications not otherwise excluded from Part D.

Exclusion 
Criteria

Required 
Medical 
Information

Nausea and Vomiting Associated with Cancer Chemotherapy (CINV): 
Patient is receiving cancer chemotherapy, AND Failure to 5HT-3 receptor 
antagonist, AND Failure to one of the following agents: Antihistamine, 
Corticosteroid,  Prokinetic agent,  Antipsychotic. AIDS Anorexia: 
Diagnosis of anorexia with weight loss in patients with AIDS.

Age Restrictions

Prescriber 
Restrictions

Coverage 
Duration

CINV: 6 months, AIDS anorexia: Through benefit year

Other Criteria Part B if related to cancer treatment and is a full replacement for IV 
antiemetic within 48 hrs of cancer treatment. Part D if related to cancer 
treatment after the 48-hour period, or for any other medically accepted 
diagnosis.
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thalomid
Products Affected

• THALOMID

PA Criteria Criteria Details

Covered Uses All FDA-approved indications not otherwise excluded from Part D.

Exclusion 
Criteria

Required 
Medical 
Information

Diagnosis of multiple myeloma that is newly diagnosed and is receiving 
concurrent dexamethasone OR Diagnosis of moderate to severe erythema 
nodosum leprosum with cutaneous manifestations and the medication will 
not be used as monotherapy if the member has moderate to severe neuritis

Age Restrictions

Prescriber 
Restrictions

Prescriber is registered and the member is enrolled in the Thalomid REMS 
program

Coverage 
Duration

Plan year

Other Criteria
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tobi
Products Affected

• TOBI PODHALER
• tobramycin inhalation

PA Criteria Criteria Details

Covered Uses All FDA-approved indications not otherwise excluded from Part D.

Exclusion 
Criteria

Required 
Medical 
Information

Diagnosis of cystic fibrosis AND patient has evidence of P. aeruginosa in 
the lungs, AND with TOBI Podhaler a forced expiratory volume in 1 
second (FEV1) greater than 25% or less than 80%.

Age Restrictions 6 years of age or older

Prescriber 
Restrictions

Coverage 
Duration

Plan year

Other Criteria
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tracleer
Products Affected

• TRACLEER

PA Criteria Criteria Details

Covered Uses All FDA-approved indications not otherwise excluded from Part D.

Exclusion 
Criteria

Receiving concomitant cyclosporine A or glyburide therapy. 
Aminotransferase elevations are accompanied by signs or symptoms of 
liver dysfunction or injury or increases in bilirubin at least 2 times the 
upper limit of normal.

Required 
Medical 
Information

Diagnosis of pulmonary arterial hypertension  that was confirmed by right 
heart catheterization or Doppler echocardiogram if patient is unable to 
undergo a right heart catheterization (e.g., patient is frail, elderly, etc.) 
AND Patient has WHO Group I PAH AND Patient has New York Heart 
Association (NYHA) Functional Class II-IV AND pregnancy must be 
excluded prior to the start of therapy and will be prevented thereafter with 
reliable contraception in female patients of reproductive potential.

Age Restrictions

Prescriber 
Restrictions

Prescription is written by or in consultation with a pulmonologist or 
cardiologist

Coverage 
Duration

Plan year

Other Criteria
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trelstar
Products Affected

• TRELSTAR MIXJECT 
INTRAMUSCULAR SUSPENSION 

PA Criteria Criteria Details

Covered Uses All FDA-approved indications not otherwise excluded from Part D. 
Endometriosis, Precocious puberty, Uterine leiomyomata

Exclusion 
Criteria

Hypersensitivity to triptorelin or any other component of the product, 
hypersensitivity to any other luteinizing hormone-releasing hormone 
(LHRH) or LHRH agonist, existing or potential pregnancy

Required 
Medical 
Information

Diagnosis of advanced or metastatic prostate cancer. Non-cancer 
diagnosis: Endometriosis, precocious puberty, uterine leiomyomata

Age Restrictions

Prescriber 
Restrictions

Prescribing physician must be a hematology/oncology specialist or have 
consulted with one

Coverage 
Duration

Plan year

Other Criteria Home or LTC administration covered under Medicare Part D.  Physician 
office or healthcare setting administration, redirect for Medicare Part B 
coverage. ONLY APPLIES TO NEW STARTS
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tretinoin (topical)
Products Affected

• AVITA
• tretinoin external cream

• tretinoin external gel 0.01 %, 0.025 %
• tretinoin microsphere

PA Criteria Criteria Details

Covered Uses All FDA-approved indications not otherwise excluded from Part D. 
Actinic keratosis, Flat warts, Hyperkeratosis disorders, Ichthyosis

Exclusion 
Criteria

Cosmetic uses such wrinkles.

Required 
Medical 
Information

Diagnosis of mild to moderate acne vulgaris (including comedonal, cystic, 
and nodular) OR patient is receiving treatment for actinic keratosis (or 
solar keratoses) with multiple lesions on the face OR Diagnosis of flat 
warts (verucca plana/jeveniles) OR Diagnosis of hyperkeratosis disorder 
(i.e. epidermolytic hyperkeratosis, palmoplantar hyperkeratosis, keratosis 
follicularis [Darier's disease].

Age Restrictions

Prescriber 
Restrictions

Coverage 
Duration

1 month (warts/actinic keratosis). All other Plan Year

Other Criteria
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trihexyphenidyl hrm
Products Affected

• trihexyphenidyl hcl

PA Criteria Criteria Details

Covered Uses All FDA-approved indications not otherwise excluded from Part D.

Exclusion 
Criteria

Required 
Medical 
Information

Diagnosis: AND, 1.) The prescribing physician has been made aware that 
the requested drug is considered a high risk medication for elderly patients 
(age 65 and older) and wishes to proceed with the originally prescribed 
medication

Age Restrictions Applies to patients 65 years or older

Prescriber 
Restrictions

Coverage 
Duration

Plan year

Other Criteria
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tykerb
Products Affected

• TYKERB

PA Criteria Criteria Details

Covered Uses All FDA-approved indications not otherwise excluded from Part D.

Exclusion 
Criteria

Required 
Medical 
Information

Diagnosis of breast cancer with tumors that overexpress human epidermal 
growth factor receptor 2 (HER2) AND a) the medication will be used in 
combination with Xeloda in a patient with advanced or metastatic disease 
and the patient has received prior therapy including an anthracycline, a 
taxane, and trastuzumab or b) The medication will be used in combination 
with Femara for the treatment of a postmenopausal woman with hormone 
receptor-positive metastatic disease for whom hormonal therapy is 
indicated.

Age Restrictions

Prescriber 
Restrictions

Prescribed by or in consultation with an oncologist.

Coverage 
Duration

Plan year

Other Criteria Patient's hepatic function has been assessed prior to starting therapy.
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uptravi
Products Affected

• UPTRAVI

PA Criteria Criteria Details

Covered Uses All FDA-approved indications not otherwise excluded from Part D.

Exclusion 
Criteria

Not taken in combination with a prostanoid/prostacyclin analogue (eg, 
epoprostenol, iloprost, treprostinil).

Required 
Medical 
Information

Pulmonary arterial hypertension (PAH) (initial): Diagnosis of PAH, WHO 
Group 1, Patient is symptomatic AND Diagnosis of PAH was confirmed 
by right heart catheterization. One of the following: a) History of 
inadequate response, contraindication, or intolerance to one of the 
following  Adcirca, sildenfil or Adempas (riociguat), AND History of 
inadequate response, contraindication, or intolerance to one of the 
following endothelin receptor antagonist (Letairis (ambrisentan), Opsumit 
(macitentan), or Tracleer (bosentan).

Age Restrictions

Prescriber 
Restrictions

PAH (initial): Prescribed by or in consultation with a pulmonologist or 
cardiologist

Coverage 
Duration

Plan year

Other Criteria
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uti antibacterials (high risk medications)
Products Affected

• nitrofurantoin macrocrystal oral capsule 100 
mg, 50 mg

• nitrofurantoin monohyd macro

PA Criteria Criteria Details

Covered Uses All FDA-approved indications not otherwise excluded from Part D.

Exclusion 
Criteria

Required 
Medical 
Information

Diagnosis: AND, 1.) The prescribing physician has been made aware that 
the requested drug is considered a high risk medication for elderly patients 
(age 65 and older) and wishes to proceed with the originally prescribed 
medication, OR, 2.) Patient has already tried and failed any ONE non-high 
risk formulary alternative (ciprofloxacin, sulfamethoxazole/trimethoprim, 
beta-lactams)

Age Restrictions Applies to patients 65 years or older

Prescriber 
Restrictions

Coverage 
Duration

Plan year

Other Criteria
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valchlor
Products Affected

• VALCHLOR

PA Criteria Criteria Details

Covered Uses All FDA-approved indications not otherwise excluded from Part D.

Exclusion 
Criteria

Required 
Medical 
Information

Mycosis fungoides-type cutaneous T-cell lymphoma (MF-CTCL) (initial): 
All of the following: 1) diagnosis of Stage IA MF-CTCL, OR diagnosis of 
Stage IB MF-CTCL, AND 2) patient has received at least one prior skin-
directed therapy (e.g., topical corticosteroids,Targretin topical gel, topical 
nitrogen mustard).

Age Restrictions

Prescriber 
Restrictions

Prescribed by or in consultation with an oncologist or dermatologist

Coverage 
Duration

Plan year

Other Criteria Approve for continuation of prior therapy.
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ventavis/ remodulin
Products Affected

• VENTAVIS

PA Criteria Criteria Details

Covered Uses All FDA-approved indications not otherwise excluded from Part D.

Exclusion 
Criteria

Required 
Medical 
Information

Diagnosis of pulmonary arterial hypertension  that was confirmed by right 
heart catheterization or Doppler echocardiogram if patient is unable to 
undergo a right heart catheterization (e.g., patient is frail, elderly, etc.) 
Patient has a diagnosis of PAH WHO Group I with NYHA Class II-IV 
who do not respond adequately to, are unable to tolerate, or are not 
candidates for 1 of the following: endothelin receptor antagonists (e.g. 
TRACLEER [bosentan] or LETAIRIS [ambrisentan]) AND trial and 
failure or intolerance to 1 of the following: phosphodiesterase-5 (PDE-5) 
inhibitors (e.g. [sildenafil],  ADCIRCA [tadalafil]).

Age Restrictions

Prescriber 
Restrictions

Pulmonologist or cardiologist or documentation of consultation with 
pulmonologist or cardiologist

Coverage 
Duration

Plan year

Other Criteria
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viberzi
Products Affected

• VIBERZI

PA Criteria Criteria Details

Covered Uses All FDA-approved indications not otherwise excluded from Part D.

Exclusion 
Criteria

Required 
Medical 
Information

Irritable bowel syndrome with diarrhea (IBS-D) (initial): Diagnosis of 
IBS-D. History of failure, contraindication, or intolerance to an 
antidiarrheal agent [eg, loperamide].

Age Restrictions IBS-D (initial): 18 years of age or older

Prescriber 
Restrictions

Coverage 
Duration

IBS-D (initial): 12 weeks. IBS-D (reauth): 12 mo.

Other Criteria IBS-D (reauth): Documentation of positive clinical response to Viberzi 
therapy
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vimpat
Products Affected

• VIMPAT ORAL SOLUTION
• VIMPAT ORAL TABLET

PA Criteria Criteria Details

Covered Uses All FDA-approved indications not otherwise excluded from Part D.

Exclusion 
Criteria

Required 
Medical 
Information

Diagnosis: monotherapy or adjunctive therapy in the treatment of partial 
seizures in patients with epilepsy.

Age Restrictions

Prescriber 
Restrictions

Neurologist

Coverage 
Duration

Plan year

Other Criteria ONLY APPLIES TO NEW STARTS
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vivitrol
Products Affected

• VIVITROL

PA Criteria Criteria Details

Covered Uses All FDA-approved indications not otherwise excluded from Part D.

Exclusion 
Criteria

Required 
Medical 
Information

Alcohol dependence (init): History of alcohol dependence and confirmed 
abstinence at treatment initiation. Opioid dependence (init): History of 
opioid dependence and confirmed opioid detoxification at treatment 
initiation.

Age Restrictions

Prescriber 
Restrictions

Coverage 
Duration

Alcohol dependence, opioid dependence (init, reauth): 24 weeks

Other Criteria Alcohol dependence, opioid dependence (reauth): Confirmation of clinical 
benefit to the patient.
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vosevi
Products Affected

• VOSEVI

PA Criteria Criteria Details

Covered Uses All medically accepted indications not otherwise excluded from Part D.

Exclusion 
Criteria

Required 
Medical 
Information

Criteria will be applied consistent with current AASLD/IDSA guideline.¿ 
All patients: Submission of medical records (e.g., chart notes, laboratory 
values) documenting diagnosis of chronic hepatitis C, patient is without 
decompensated liver disease (defined as Child-Pugh Class B or C), and 
patient is not receiving Vosevi in combination with another HCV direct 
acting antiviral agent [e.g., Harvoni, Zepatier].¿ For GT 1a patients who 
failed a Sovaldi-based regimen WITHOUT an NS5A inhibitor:¿ trial and 
failure, contraindication, or intolerance to Mavyret OR for continuation of 
prior Vosevi therapy.

Age Restrictions

Prescriber 
Restrictions

Prescribed by or in consultation with one of the following: Hepatologist, 
Gastroenterologist, Infectious disease specialist, HIV specialist certified 
through the American Academy of HIV Medicine

Coverage 
Duration

12 wks. Criteria will be applied consistent with current AASLD/IDSA 
guideline

Other Criteria
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votrient
Products Affected

• VOTRIENT

PA Criteria Criteria Details

Covered Uses All FDA-approved indications not otherwise excluded from Part D.

Exclusion 
Criteria

Required 
Medical 
Information

Diagnosis of advanced/metastatic renal cell carcinoma OR Diagnosis of 
advanced soft tissue sarcoma and patient received at least one prior 
chemotherapy (e.g., ifosfamide, doxorubicin, cisplatin, dacarbazine, 
docetaxel, oxaliplatin, etc.)

Age Restrictions

Prescriber 
Restrictions

All Uses: Prescribed by or in consultation with an oncologist

Coverage 
Duration

Plan year

Other Criteria Approve for continuation of prior therapy.
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vraylar
Products Affected

• VRAYLAR ORAL CAPSULE 1.5 MG, 3 
MG, 4.5 MG, 6 MG

• VRAYLAR ORAL CAPSULE THERAPY 
PACK

PA Criteria Criteria Details

Covered Uses All FDA-approved indications not otherwise excluded from Part D.

Exclusion 
Criteria

Required 
Medical 
Information

Diagnosis: Schizophrenia and previous use of two of the following agents: 
clozapine, olanzapine, quetiapine, risperidone, Abilify, OR Bipolar 
Disorder and previous trial of two of the following: lithium, valproate, 
risperidone, quetiapine, ziprasidone, or Abilify,

Age Restrictions

Prescriber 
Restrictions

Coverage 
Duration

Plan year

Other Criteria Only applies to new starts
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welchol
Products Affected

• WELCHOL

PA Criteria Criteria Details

Covered Uses All FDA-approved indications not otherwise excluded from Part D.

Exclusion 
Criteria

Required 
Medical 
Information

Diagnosis of Type 2 Diabetes Mellitus AND documented previous trial 
and failure of TWO of the following drugs: Acarbose, Glimepiride, 
Glipizide, Glipizide ER, Glipizide XL, Glipizide/Metformin HCL, 
Humalog, Humalog Mix 50/50, Humalog Mix 75/25, Humulin 70/30, 
Humulin N, Humulin R, Lantus, Lantus Solostar, Levemir, Levemir 
Flexpen, Metformin HCL, Metformin HCL ER, Novolog, Novolog 
Flexpen, Novolog Mix 70/30, Novolin N, Novolin R, Novolin 70/30, 
Netegliniide, Repaglinide, Tolazamide, Tolbutamide,Toujeo. OR 
Diagnosis of Hyperlipidemia AND documented previous trial and failure 
or intolerance to TWO of the following drugs: Atorvastatin, Simvastatin, 
Rosuvastatin, Pravastatin, Lovastatin.

Age Restrictions

Prescriber 
Restrictions

Coverage 
Duration

Plan year

Other Criteria
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xalkori
Products Affected

• XALKORI

PA Criteria Criteria Details

Covered Uses All FDA-approved indications not otherwise excluded from Part D.

Exclusion 
Criteria

Required 
Medical 
Information

Non-small cell lung cancer (NSCLC): Diagnosis of locally advanced or 
metastatic (stage IIIB or IV) NSCLC AND One of the following: A) 
Patient has an anaplastic lymphoma kinase (ALK)-positive tumor as 
detected with an FDA-approved test or Clinical Laboratory Improvement 
Amendments-approved facility or B) Patient has MET amplification- or 
ROS1 rearrangements-positive tumor as detected with an FDA-approved 
test or Clinical Laboratory Improvement Amendments-approved facility.

Age Restrictions

Prescriber 
Restrictions

Prescribed by or in consultation with an oncologist

Coverage 
Duration

Plan year

Other Criteria
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xeljanz/xeljanz xr
Products Affected

• XELJANZ
• XELJANZ XR

PA Criteria Criteria Details

Covered Uses Under CMS Review

Exclusion 
Criteria

Required 
Medical 
Information

Rheumatoid arthritis (RA) (Initial): Diagnosis of moderately to severely 
active RA. Psoriatic arthritis (PsA) (Initial): Diagnosis of active PsA. All 
indications (initial):  One of the following: Failure, contraindication, or 
intolerance to Enbrel (etanercept) OR Humira (adalimumab), OR 
attestation demonstrating a trial may be inappropriate, OR patient has a 
documented needle-phobia to the degree that the patient has previously 
refused any injectable therapy or medical procedure (refer to DSM-IV-TR 
300.29 for specific phobia diagnostic criteria), OR for continuation of 
prior tofacitinib therapy. Patient is not receiving tofacitinib in combination 
with a potent immunosuppressant (eg, azathioprine, cyclosporine).

Age Restrictions

Prescriber 
Restrictions

RA (Initial): Prescribed by or in consultation with a rheumatologist

Coverage 
Duration

RA (initial, reauth): 12 months

Other Criteria RA (Reauth): Documentation of positive clinical response to tofacitinib 
therapy. Patient is not receiving tofacitinib in combination with a biologic 
DMARD [eg, Enbrel (etanercept), Humira (adalimumab), Cimzia 
(certolizumab), Simponi (golimumab)]. Patient is not receiving tofacitinib 
in combination with a potent immunosuppressant (eg, azathioprine, 
cyclosporine).
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xenazine
Products Affected

• tetrabenazine

PA Criteria Criteria Details

Covered Uses All FDA-approved indications not otherwise excluded from Part D.

Exclusion 
Criteria

Actively suicidal. Untreated or inadequately treated depression. Impaired 
hepatic function. Concomitant use of monoamine oxidase inhibitors. 
Concomitant use of reserpine or within 20 days of discontinuing reserpine.

Required 
Medical 
Information

Under CMS Review

Age Restrictions

Prescriber 
Restrictions

Licensed Practioner

Coverage 
Duration

Plan year

Other Criteria Dosing will be approved per the FDA labeling based on CYP2D6 testing. 
For renewal, signs and symptoms of chorea must be decreased with 
therapy
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xermelo
Products Affected

• XERMELO

PA Criteria Criteria Details

Covered Uses All medically accepted indications not otherwise excluded from Part D.

Exclusion 
Criteria

Required 
Medical 
Information

Carcinoid syndrome diarrhea (Initial): Diagnosis of carcinoid syndrome 
diarrhea AND diarrhea is inadequately controlled by a stable dose of 
somatostatin analog (SSA) therapy (e.g., octreotide [Sandostatin, 
Sandostatin LAR], lanreotide [Somatuline Depot]) for at least 3 months 
AND used in combination with SSA therapy.

Age Restrictions

Prescriber 
Restrictions

Initial: Prescribed by or in consultation with an oncologist, 
endocrinologist, or gastroenterologist

Coverage 
Duration

Initial: 6 months, Reauth: 12 months

Other Criteria Carcinoid syndrome diarrhea (Reauthorization): Documentation of a 
positive clinical response to Xermelo therapy AND Xermelo will continue 
to be used in combination with SSA therapy.
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xgeva
Products Affected

• XGEVA

PA Criteria Criteria Details

Covered Uses All FDA-approved indications not otherwise excluded from Part D.

Exclusion 
Criteria

Hypocalcemia (calcium less than 8.0 mg/dL).

Required 
Medical 
Information

Under CMS Review

Age Restrictions

Prescriber 
Restrictions

Prescribed by or in consultation with an oncologist

Coverage 
Duration

Plan year

Other Criteria
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xifaxan
Products Affected

• XIFAXAN ORAL TABLET 200 MG, 550 
MG

PA Criteria Criteria Details

Covered Uses All FDA-approved indications not otherwise excluded from Part D.

Exclusion 
Criteria

Required 
Medical 
Information

Travelers' diarrhea (TD) (200 mg strength only): Diagnosis of travelers' 
diarrhea, AND one of the following: a) History of failure, 
contraindication, or intolerance to one of the following: Cipro 
(ciprofloxacin), Levaquin (levofloxacin), ofloxacin, Zithromax 
(azithromycin) OR b) resistance to all of the following: Cipro 
(ciprofloxacin), Levaquin (levofloxacin), ofloxacin, Zithromax 
(azithromycin). Prophylaxis of hepatic encephalopathy (HE) recurrence 
(550mg strength only): Used for the prophylaxis of hepatic 
encephalopathy recurrence, AND failure, contraindication or intolerance 
to lactulose. Irritable bowel syndrome with diarrhea (IBS-D) (550mg 
strength only) (initial): Diagnosis of IBS-D, AND history of failure, 
contraindication or intolerance to an antidiarrheal agent [eg, loperamide].

Age Restrictions

Prescriber 
Restrictions

Coverage 
Duration

TD: One time only. HE: 6 months. IBS-D (initial, reauth): 2 weeks.

Other Criteria IBS-D (reauth): Patient experiences IBS-D symptom recurrence AND 
patient has not already received 3 treatment courses of Xifaxan for IBS-D 
in their lifetime.
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xolair
Products Affected

• XOLAIR

PA Criteria Criteria Details

Covered Uses All FDA-approved indications not otherwise excluded from Part D.

Exclusion 
Criteria

Required 
Medical 
Information

Under CMS Review

Age Restrictions 6  years of age or older

Prescriber 
Restrictions

Asthma (init): Prescribed by or in consultation with an allergist, 
immunologist, or pulmonologist. CIU (init): Prescribed by or in 
consultation with an allergist, immunologist, or dermatologist

Coverage 
Duration

Asthma (init, reauth): 6 months CIU (init): 3 months (reauth) 6 months

Other Criteria Asthma (reauth): Patient has experienced one or more of the following: 
Reduction in number of asthma exacerbations from baseline (eg, asthma 
exacerbation requiring treatment with systemic corticosteroids or doubling 
of inhaled corticosteroid [ICS] dose from baseline) or Improvement in 
forced expiratory volume in 1 second (FEV1) from baseline or Decreased 
use of rescue medications from baseline. CIU (reauth): Patient¿s disease 
status has been re-evaluated since the last authorization to confirm the 
patient¿s condition warrants continued treatment. Patient has experienced 
one or both of the following: Reduction in itching severity from baseline 
or Reduction in the number of hives from baseline.
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xtandi
Products Affected

• XTANDI

PA Criteria Criteria Details

Covered Uses All FDA-approved indications not otherwise excluded from Part D.

Exclusion 
Criteria

Required 
Medical 
Information

Diagnosis of metastatic castration-resistant prostate cancer AND the 
patient has tried and had an inadequate response, contraindication or 
intolerance to Zytiga.

Age Restrictions

Prescriber 
Restrictions

Coverage 
Duration

Plan year

Other Criteria
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xyrem
Products Affected

• XYREM

PA Criteria Criteria Details

Covered Uses All FDA-approved indications not otherwise excluded from Part D.

Exclusion 
Criteria

Required 
Medical 
Information

Narcolepsy with cataplexy (Narcolepsy Type 1)(initial): Diagnosis of 
narcolepsy as confirmed by sleep study (unless the prescriber provides 
justification confirming that a sleep study would not be feasible), AND 
symptoms of cataplexy are present, AND symptoms of excessive daytime 
sleepiness (eg, irrepressible need to sleep or daytime lapses into sleep) are 
present. Narcolepsy without cataplexy (Narcolepsy Type 2)(initial): 
Diagnosis of narcolepsy as confirmed by sleep study (unless the prescriber 
provides justification confirming that a sleep study would not be feasible), 
AND symptoms of cataplexy are absent, AND symptoms of excessive 
daytime sleepiness (eg, irrepressible need to sleep or daytime lapses into 
sleep) are present, AND history of failure, contraindication, or intolerance 
to one of the following: 1) amphetamine-based stimulant (eg, 
amphetamine, dextroamphetamine), OR 2) methylphenidate-based 
stimulant.

Age Restrictions Patients 18 years of age or older

Prescriber 
Restrictions

Prescribed by or in consultation with a pulmonologist or sleep specialist or 
neurologist.

Coverage 
Duration

3 months initial, reauthorization needed for continuation of therapy

Other Criteria
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zavesca
Products Affected

• ZAVESCA

PA Criteria Criteria Details

Covered Uses All medically accepted indications not otherwise excluded from Part D.

Exclusion 
Criteria

Required 
Medical 
Information

Gaucher disease: Diagnosis of mild to moderate type 1 Gaucher disease. 
Patient is unable to receive enzyme replacement therapy due to one of the 
following conditions: allergy or hypersensitivity to enzyme replacement 
therapy, poor venous access, unavailability of enzyme replacement 
therapy (e.g., Cerezyme, VPRIV).

Age Restrictions

Prescriber 
Restrictions

Coverage 
Duration

Gaucher disease: 12 months

Other Criteria

217



zejula
Products Affected

• ZEJULA

PA Criteria Criteria Details

Covered Uses All medically accepted indications not otherwise excluded from Part D.

Exclusion 
Criteria

Required 
Medical 
Information

Recurrent epithelial ovarian, fallopian tube, or primary peritoneal cancer: 
Used for maintenance treatment in patients who are in a complete or 
partial response to platinum-based chemotherapy (e.g., cisplatin, 
carboplatin).

Age Restrictions

Prescriber 
Restrictions

Prescribed by or in consultation with an oncologist

Coverage 
Duration

12 months

Other Criteria Approve for continuation of prior therapy
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zelboraf
Products Affected

• ZELBORAF

PA Criteria Criteria Details

Covered Uses All FDA-approved indications not otherwise excluded from Part D.

Exclusion 
Criteria

Required 
Medical 
Information

Under CMS Review

Age Restrictions

Prescriber 
Restrictions

Prescribed by or in consultation with an oncologist

Coverage 
Duration

Plan year

Other Criteria
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zepatier
Products Affected

• ZEPATIER

PA Criteria Criteria Details

Covered Uses All FDA-approved indications not otherwise excluded from Part D.

Exclusion 
Criteria

Under CMS Review

Required 
Medical 
Information

Diagnosis of HCV and lab data confirming positive HCV RNA level, 
taken within the previous 6 months: Criteria will be applied consistent 
with current AASLD/IDSA guideline. Genotype 1a and 1b:  Patient has a 
contraindication or intolerance to Harvoni. For genotype 1a, patient has 
been tested for the presence of NS5A resistance-associated 
polymorphisms (ie, polymorphisms at amino acid positions 28, 30, 31, or 
93). Genotype 4: Patient has a contraindication or intolerance to Harvoni. 
Diagnosis of HCV and lab data confirming positive HCV RNA level, 
taken within the previous 6 months.

Age Restrictions

Prescriber 
Restrictions

Prescribed by or in consultation with one of the following: Hepatologist, 
Gastroenterologist, Infectious disease specialist, HIV specialist certified 
through the American Academy of HIV Medicine

Coverage 
Duration

12 to 16 wks. Criteria will be applied consistent with current 
AASLD/IDSA guideline

Other Criteria
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zolinza
Products Affected

• ZOLINZA

PA Criteria Criteria Details

Covered Uses All FDA-approved indications not otherwise excluded from Part D.

Exclusion 
Criteria

Required 
Medical 
Information

Diagnosis of cutaneous T-cell lymphoma AND progressive, persistent or 
recurrent disease on or patient is not a candidate for or following at least 2 
systemic therapies (e.g., bexarotene, romidepsin, etc.)

Age Restrictions

Prescriber 
Restrictions

Prescribed by or in consultation with a hematologist/oncologist.

Coverage 
Duration

Plan year

Other Criteria
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zolpidem hrm
Products Affected

• zolpidem tartrate oral

PA Criteria Criteria Details

Covered Uses All FDA-approved indications not otherwise excluded from Part D.

Exclusion 
Criteria

Required 
Medical 
Information

Diagnosis: AND, 1.) The prescribing physician has been made aware that 
the requested drug is considered a high risk medication for elderly patients 
(age 65 and older) and wishes to proceed with the originally prescribed 
medication

Age Restrictions Applies to patients 65 years or older

Prescriber 
Restrictions

Coverage 
Duration

Plan year

Other Criteria
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zortress
Products Affected

• ZORTRESS

PA Criteria Criteria Details

Covered Uses All FDA-approved indications not otherwise excluded from Part D.

Exclusion 
Criteria

Required 
Medical 
Information

Medication is being used for: A) Prevention of kidney transplant organ 
rejection AND patient is at low-to-moderate immunologic risk AND 
member is prescribed concurrent therapy with reduced doses of 
cyclosporine and corticosteroids, or B) Prevention of liver transplant 
organ rejection AND 30 or more days have passed since the transplant 
procedure AND the member is prescribed concurrent therapy with 
reduced doses of tacrolimus and corticosteroids

Age Restrictions 18 years of age or older

Prescriber 
Restrictions

Prescriber is experienced in immunosuppressive therapy and management 
of transplant patients.

Coverage 
Duration

Plan year

Other Criteria Part B if transplant covered by Medicare. otherwise Part D
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zydelig
Products Affected

• ZYDELIG

PA Criteria Criteria Details

Covered Uses All FDA-approved indications not otherwise excluded from Part D.

Exclusion 
Criteria

Required 
Medical 
Information

The patient has one of the following diagnoses: A) chronic lymphocytic 
leukemia AND The medication will be used in combination with 
rituximab AND The patient has relapsed on at least one prior therapy 
(e.g., purine analogues [fludarabine, pentostatin, cladribine], alkylating 
agents [chlorambucil, cyclophosphamide], or monoclonal antibodies 
[rituximab]) AND the patient does not have any co-morbidities that 
prevents the use of cytotoxic chemotherapy (i.e. severe neutropenia or 
thrombocytopenia, creatinine clearance less than 60 mL/minute), B) 
follicular lymphoma AND the patient has relapsed on at least two prior 
systemic therapies (e.g., rituximab, alkylating agents [cyclophosphamide, 
chlorambucil], anthracyclines [doxorubicin, daunorubicin], purine analogs 
[fludarabine]), or C) small lymphocytic lymphoma AND The patient has 
relapsed on at least two prior systemic therapies(e.g., rituximab, alkylating 
agents [cyclophosphamide, chlorambucil], anthracyclines [doxorubicin, 
daunorubicin], purine analogs [fludarabine])

Age Restrictions

Prescriber 
Restrictions

All uses: Prescribed by or in consultation with an oncologist/hematologist.

Coverage 
Duration

Plan year

Other Criteria
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zykadia
Products Affected

• ZYKADIA

PA Criteria Criteria Details

Covered Uses All FDA-approved indications not otherwise excluded from Part D.

Exclusion 
Criteria

Required 
Medical 
Information

Diagnosis of anaplastic lymphoma kinase (ALK)-positive metastatic non-
small cell lung cancer (NSCLC).

Age Restrictions

Prescriber 
Restrictions

Prescribed by or in consultation with an oncologist

Coverage 
Duration

Plan year

Other Criteria

225



zytiga
Products Affected

• YONSA
• ZYTIGA

PA Criteria Criteria Details

Covered Uses All FDA-approved indications not otherwise excluded from Part D.

Exclusion 
Criteria

Required 
Medical 
Information

Under CMS Review

Age Restrictions

Prescriber 
Restrictions

Prostate Cancer: Prescribed by or in consultation with an oncologist or 
urologist

Coverage 
Duration

Plan year

Other Criteria
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zyvox
Products Affected

• linezolid intravenous solution 600 mg/300ml
• linezolid oral suspension reconstituted

• linezolid oral tablet

PA Criteria Criteria Details

Covered Uses All FDA-approved indications not otherwise excluded from Part D.

Exclusion 
Criteria

Under CMS Review

Required 
Medical 
Information

Diagnosis and Culture and Sensitivity demonstrating suceptable micro-
organism causing the infection.

Age Restrictions

Prescriber 
Restrictions

Prescribing physician must be an infectious disease specialist.

Coverage 
Duration

14 days. 28 days if confirmed vancomycin-resistant Enterococcus faecium 
infection.

Other Criteria Home or LTC administration covered under Medicare Part D.  Physician 
office or healthcare setting administration, redirect for Medicare Part B 
coverage.  IV therapy is only approved in instances where oral therapy is 
neither appropriate or tolerable.
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AVITA........................................................194
AVONEX..................................................... 20
AVONEX PEN INTRAMUSCULAR 
AUTO-INJECTOR KIT............................... 20
AVONEX PREFILLED 
INTRAMUSCULAR PREFILLED 
SYRINGE KIT............................................. 20
BARACLUDE ORAL SOLUTION.............21

BENLYSTA SUBCUTANEOUS................ 22
benztropine mesylate oral .............................23
BERINERT...................................................24
BETASERON SUBCUTANEOUS KIT......25
BOSULIF..................................................... 26
buprenorphine transdermal patch weekly
10 mcg/hr, 15 mcg/hr, 20 mcg/hr, 5 mcg/hr .27
BUTRANS TRANSDERMAL PATCH 
WEEKLY 7.5 MCG/HR...............................27
CABOMETYX.............................................28
CAPRELSA ORAL TABLET 100 MG, 
300 MG.........................................................29
CARBAGLU................................................ 30
CAYSTON................................................... 31
CESAMET................................................... 32
chlordiazepoxide-amitriptyline .......................9
chlorpropamide .......................................... 177
CHOLBAM.................................................. 33
CIALIS ORAL TABLET 2.5 MG, 5 MG.... 34
CIMZIA PREFILLED..................................35
CIMZIA SUBCUTANEOUS KIT 2 X 200 
MG................................................................35
CINRYZE.....................................................36
COMETRIQ (100 MG DAILY DOSE)....... 37
COMETRIQ (140 MG DAILY DOSE)....... 37
COMETRIQ (60 MG DAILY DOSE)......... 37
CORLANOR................................................ 39
COSENTYX 300 DOSE.............................. 40
COSENTYX SENSOREADY 300 DOSE...40
COTELLIC...................................................41
cyclobenzaprine hcl oral tablet 10 mg, 5 
mg ................................................................. 42
cyproheptadine hcl oral ................................43
CYSTARAN.................................................44
DAKLINZA..................................................45
DALIRESP................................................... 46
DARAPRIM................................................. 47
diclofenac sodium transdermal ........ 50, 51, 52
DIGITEK ORAL TABLET 250 MCG.........53
digoxin oral tablet 250 mcg ..........................53
disopyramide phosphate oral ....................... 54
doxepin hcl oral ............................................55
dronabinol oral capsule 10 mg, 2.5 mg, 5 
mg ............................................................... 189
DUOPA ENTERAL..................................... 56
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EGRIFTA SUBCUTANEOUS 
SOLUTION RECONSTITUTED 1 MG...... 57
ELIGARD SUBCUTANEOUS KIT 22.5 
MG, 7.5 MG................................................. 58
EMSAM....................................................... 59
ENBREL SUBCUTANEOUS SOLUTION 
PREFILLED SYRINGE...............................60
ENBREL SUBCUTANEOUS SOLUTION 
RECONSTITUTED......................................60
ENBREL SURECLICK 
SUBCUTANEOUS SOLUTION AUTO-
INJECTOR................................................... 60
entecavir ....................................................... 21
ENTRESTO..................................................61
EPCLUSA.................................................... 62
EPOGEN INJECTION SOLUTION 10000 
UNIT/ML, 2000 UNIT/ML, 20000 
UNIT/ML, 4000 UNIT/ML..........................63
ergoloid mesylates oral ................................ 48
ERIVEDGE.................................................. 65
ESBRIET......................................................66
estradiol oral .............................................. 140
estradiol transdermal patch twice weekly .. 140
EXJADE....................................................... 67
FARXIGA.................................................... 68
FARYDAK...................................................69
FENTORA BUCCAL TABLET 100 
MCG, 200 MCG, 400 MCG, 600 MCG, 
800 MCG...................................................... 70
FERRIPROX ORAL TABLET....................71
FIRAZYR..................................................... 72
FIRMAGON.................................................73
fondaparinux sodium .................................... 16
FORTEO SUBCUTANEOUS SOLUTION 
600 MCG/2.4ML..........................................74
GATTEX...................................................... 75
GENOTROPIN MINIQUICK 
SUBCUTANEOUS SOLUTION 
RECONSTITUTED 0.2 MG...................... 170
GENOTROPIN SUBCUTANEOUS 
SOLUTION RECONSTITUTED 12 MG.. 170
GILENYA ORAL CAPSULE 0.5 MG........ 76
GILOTRIF....................................................77
GLASSIA..................................................... 78
glatiramer acetate .........................................38
GLATOPA....................................................38

HARVONI....................................................81
HETLIOZ..................................................... 83
HEXALEN................................................... 84
HP ACTHAR................................................80
HUMATROPE INJECTION SOLUTION 
RECONSTITUTED 12 MG, 24 MG..........170
HUMIRA PEDIATRIC CROHNS START 
SUBCUTANEOUS PREFILLED 
SYRINGE KIT............................................. 85
HUMIRA PEN SUBCUTANEOUS PEN-
INJECTOR KIT............................................85
HUMIRA PEN-CD/UC/HS STARTER.......85
HUMIRA PEN-PS/UV STARTER..............85
HUMIRA SUBCUTANEOUS 
PREFILLED SYRINGE KIT....................... 85
HUMULIN R U-500 (CONCENTRATED).87
HUMULIN R U-500 KWIKPEN 
SUBCUTANEOUS SOLUTION PEN-
INJECTOR................................................... 87
HYSINGLA ER............................................88
IBRANCE.....................................................89
ICLUSIG...................................................... 90
imatinib mesylate oral tablet 100 mg, 400 
mg ................................................................. 79
IMBRUVICA............................................... 91
imipramine hcl oral ...................................... 92
imipramine pamoate .....................................92
INCRELEX.................................................. 93
INLYTA ORAL TABLET 1 MG, 5 MG..... 94
INTRON A................................................... 95
INVOKAMET..............................................96
INVOKAMET XR....................................... 96
INVOKANA.................................................96
IRESSA........................................................ 97
itraconazole oral capsule ............................. 98
JADENU.......................................................67
JAKAFI........................................................ 99
JARDIANCE..............................................100
JUXTAPID ORAL CAPSULE 10 MG, 20 
MG, 30 MG, 40 MG, 5 MG, 60 MG..........101
KALYDECO.............................................. 102
ketorolac tromethamine oral ........................ 11
KEVEYIS................................................... 103
KINERET SUBCUTANEOUS 
SOLUTION PREFILLED SYRINGE........104
KISQALI 200 DOSE..................................105
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KISQALI 400 DOSE..................................105
KISQALI 600 DOSE..................................105
KISQALI FEMARA 400 DOSE................ 105
KISQALI FEMARA 600 DOSE................ 105
KORLYM...................................................106
KUVAN......................................................107
KYNAMRO SUBCUTANEOUS 
SOLUTION PREFILLED SYRINGE........108
LAZANDA...................................................70
LENVIMA 10 MG DAILY DOSE............ 109
LENVIMA 14 MG DAILY DOSE............ 109
LENVIMA 18 MG DAILY DOSE............ 109
LENVIMA 20 MG DAILY DOSE............ 109
LENVIMA 24 MG DAILY DOSE............ 109
LENVIMA 8 MG DAILY DOSE.............. 109
LETAIRIS.................................................. 110
LEUKINE INTRAVENOUS..................... 111
leuprolide acetate injection .......................... 58
lidocaine external patch 5 % ......................112
linezolid intravenous solution 600 
mg/300ml .................................................... 227
linezolid oral suspension reconstituted ...... 227
linezolid oral tablet .....................................227
LINZESS.................................................... 113
LONSURF..................................................114
LUPRON DEPOT (1-MONTH) 
INTRAMUSCULAR KIT 3.75 MG.............58
LUPRON DEPOT (3-MONTH) 
INTRAMUSCULAR KIT 22.5 MG.............58
LYNPARZA...............................................115
MAVYRET................................................ 116
MEKINIST ORAL TABLET 0.5 MG, 2 
MG..............................................................117
MENEST ORAL TABLET 0.3 MG, 0.625 
MG, 1.25 MG............................................. 140
methamphetamine hcl ...................................49
modafinil oral tablet 100 mg, 200 mg ........ 118
MOVANTIK.............................................. 120
MYALEPT................................................. 121
NATPARA................................................. 122
NERLYNX................................................. 123
NEULASTA SUBCUTANEOUS 
SOLUTION PREFILLED SYRINGE........124
NEUPOGEN INJECTION SOLUTION 
300 MCG/ML, 480 MCG/1.6ML...............125

NEUPOGEN INJECTION SOLUTION 
PREFILLED SYRINGE.............................125
NEUPRO.................................................... 126
NEXAVAR.................................................127
NINLARO.................................................. 128
nitrofurantoin macrocrystal oral capsule
100 mg, 50 mg ............................................ 198
nitrofurantoin monohyd macro ...................198
NORTHERA.............................................. 129
NOXAFIL ORAL SUSPENSION..............130
NUCALA....................................................131
NUEDEXTA.............................................. 133
NUPLAZID ORAL TABLET 17 MG........134
NUTROPIN AQ NUSPIN 10.....................170
NUTROPIN AQ NUSPIN 20.....................170
NUTROPIN AQ NUSPIN 5.......................170
OCALIVA.................................................. 135
octreotide acetate injection solution 100 
mcg/ml, 1000 mcg/ml, 200 mcg/ml, 50 
mcg/ml, 500 mcg/ml ....................................136
ODOMZO...................................................137
OFEV..........................................................138
OPSUMIT...................................................139
ORENCIA CLICKJECT............................ 141
ORENCIA SUBCUTANEOUS 
SOLUTION PREFILLED SYRINGE........141
ORENITRAM ORAL TABLET 
EXTENDED RELEASE 0.125 MG, 0.25 
MG, 1 MG, 2.5 MG, 5 MG........................ 142
ORKAMBI ORAL TABLET..................... 143
orphenadrine citrate er ...............................144
OTEZLA ORAL TABLET........................ 145
OTEZLA ORAL TABLET THERAPY 
PACK......................................................... 145
PEGASYS PROCLICK 
SUBCUTANEOUS SOLUTION 180 
MCG/0.5ML...............................................146
PEGASYS SUBCUTANEOUS 
SOLUTION................................................ 146
phenobarbital oral elixir ............................ 147
phenobarbital oral tablet ............................147
POMALYST...............................................148
PRALUENT SUBCUTANEOUS 
SOLUTION PEN-INJECTOR 150 
MG/ML, 75 MG/ML.................................. 149
PREMARIN ORAL....................................140
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PREMPHASE.............................................140
PREMPRO................................................. 140
PROLASTIN-C INTRAVENOUS 
SOLUTION RECONSTITUTED 1000 
MG..............................................................150
PROLIA......................................................151
PROMACTA..............................................152
PULMOZYME...........................................153
quinine sulfate oral .....................................154
RANEXA....................................................155
RAVICTI....................................................156
REGRANEX.............................................. 157
RELISTOR ORAL..................................... 158
RELISTOR SUBCUTANEOUS 
SOLUTION................................................ 158
REPATHA..................................................159
REPATHA PUSHTRONEX SYSTEM..... 159
REPATHA SURECLICK.......................... 159
REVLIMID.................................................160
ROZEREM................................................. 161
RUBRACA.................................................162
SABRIL ORAL TABLET..........................163
SAVELLA..................................................164
SIGNIFOR..................................................165
sildenafil citrate oral tablet 20 mg ............. 166
SIMPONI SUBCUTANEOUS 
SOLUTION AUTO-INJECTOR................167
SIMPONI SUBCUTANEOUS 
SOLUTION PREFILLED SYRINGE........167
SIRTURO................................................... 169
SOMATULINE DEPOT 
SUBCUTANEOUS SOLUTION 120 
MG/0.5ML, 90 MG/0.3ML........................ 171
SOMAVERT.............................................. 172
SOVALDI...................................................173
SPRYCEL...................................................174
STELARA SUBCUTANEOUS 
SOLUTION 45 MG/0.5ML........................175
STELARA SUBCUTANEOUS 
SOLUTION PREFILLED SYRINGE........175
STIVARGA................................................176
SUBSYS SUBLINGUAL LIQUID 100 
MCG, 200 MCG, 400 MCG, 600 MCG, 
800 MCG...................................................... 70
SUTENT.....................................................179

SYLATRON SUBCUTANEOUS KIT 200 
MCG, 300 MCG, 600 MCG.......................180
SYNRIBO...................................................181
TAFINLAR ORAL CAPSULE 50 MG, 75 
MG..............................................................182
TAGRISSO.................................................183
TARCEVA................................................. 184
TARGRETIN EXTERNAL....................... 185
TASIGNA...................................................186
TECFIDERA.............................................. 187
testosterone transdermal gel 10 mg/act 
(2%), 12.5 mg/act (1%), 25 mg/2.5gm 
(1%), 50 mg/5gm (1%) ............................... 188
testosterone transdermal solution .............. 188
tetrabenazine .............................................. 210
THALOMID...............................................190
TOBI PODHALER.....................................191
tobramycin inhalation ................................ 191
TRACLEER............................................... 192
TRELSTAR MIXJECT 
INTRAMUSCULAR SUSPENSION 
RECONSTITUTED 11.25 MG, 3.75 MG..193
tretinoin external cream ............................. 194
tretinoin external gel 0.01 %, 0.025 % .......194
tretinoin microsphere ................................. 194
trihexyphenidyl hcl ..................................... 195
trimipramine maleate oral ..........................178
TYKERB.................................................... 196
UPTRAVI...................................................197
VALCHLOR.............................................. 199
VENTAVIS................................................ 200
VIBERZI.................................................... 201
vigabatrin ................................................... 163
VIMPAT ORAL SOLUTION....................202
VIMPAT ORAL TABLET.........................202
VIVITROL................................................. 203
VOSEVI......................................................204
VOTRIENT................................................ 205
VRAYLAR ORAL CAPSULE 1.5 MG, 3 
MG, 4.5 MG, 6 MG....................................206
VRAYLAR ORAL CAPSULE THERAPY 
PACK......................................................... 206
WELCHOL.................................................207
XALKORI.................................................. 208
XELJANZ...................................................209
XELJANZ XR............................................ 209
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XERMELO.................................................211
XGEVA...................................................... 212
XIFAXAN ORAL TABLET 200 MG, 550 
MG..............................................................213
XOLAIR..................................................... 214
XTANDI.....................................................215
XYREM......................................................216
YONSA...................................................... 226
ZAVESCA..................................................217
ZEJULA......................................................218
ZELBORAF............................................... 219
ZEMAIRA....................................................13
ZEPATIER................................................. 220
ZOLINZA...................................................221
zolpidem tartrate oral .................................222
ZORBTIVE................................................ 170
ZORTRESS................................................ 223
ZYDELIG...................................................224
ZYKADIA..................................................225
ZYTIGA..................................................... 226
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