ABIRATERONE

Products Affected

e Abiraterone Acetate

PA Criteria Criteria Details

Indications All FDA-approved Indications.

Off-Label Uses N/A

Exclusion N/A

Criteria

Required Patient has a diagnosis of metastatic castration-resistant prostate cancer
Medical (CRPC) OR metastatic high-risk castration-sensitive prostate cancer
Information (CSPC). Abiraterone will be used in combination with prednisone.

Age Restrictions | N/A

Prescriber N/A
Restrictions

Coverage Plan year
Duration

Other Criteria N/A
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ACTEMRA SC

Products Affected
e Actemra INJ 162MG/0.9ML
e Actemra Actpen

Formulary ID: 23468, Version: 11, Effective Date: 06/01/2023
Last Updated: May 2023
2



PA Criteria

Criteria Details

Indications All Medically-accepted Indications.

Off-Label Uses | N/A

Exclusion N/A

Criteria

Required Rheumatoid Arthritis (RA) (Initial): Diagnosis of moderately to severely
Medical active RA. One of the following: a) Either a trial and failure,
Information contraindication, or intolerance (TF/C/I) to two of the following: Enbrel

(etanercept), Humira (adalimumab), Rinvoq (upadacitinib),
Xeljanz/Xeljanz XR (tofacitinib) or attestation demonstrating a trial may
be inappropriate, OR b) For continuation of prior therapy. Giant Cell
Arteritis (GCA) (Initial): Diagnosis of GCA. TF/C/I to a glucocorticoid
(eg, prednisone). Systemic Juvenile Idiopathic Arthritis (SJIA) (Initial):
Diagnosis of active SJIA. TF/C/I to one of the following conventional
therapies at maximally tolerated doses: minimum duration of a one month
trial of a nonsteroidal anti-inflammatory drug (NSAID) (eg, ibuprofen,
naproxen), minimum duration of a 3-month trial of methotrexate, or
minimum duration of a 2-week trial of a systemic glucocorticoid (eg,
prednisone). Polyarticular Juvenile Idiopathic Arthritis (PJIA) (Initial):
Diagnosis of active PJIA. One of the following: a) TF/C/I to two of the
following, or attestation demonstrating a trial may be inappropriate:
Enbrel (etanercept), Humira (adalimumab), or Xeljanz (tofacitinib), OR b)
for continuation of prior therapy. Systemic sclerosis-associated interstitial
lung disease (SSc-ILD) (Initial): Diagnosis of SSc-ILD as documented by
the following: a) Exclusion of other known causes of ILD AND b) One of
the following: 1) In patients not subjected to surgical lung biopsy, the
presence of idiopathic interstitial pneumonia (eg, fibrotic nonspecific
interstitial pneumonia [NSIP], usual interstitial pneumonia [UIP] and
centrilobular fibrosis) pattern on high-resolution computed tomography
(HRCT) revealing SSc-ILD or probable SSc-ILD, OR ii) In patients
subjected to a lung biopsy, both HRCT and surgical lung biopsy pattern
revealing SSc-ILD or probable SSc-ILD.

Age Restrictions

N/A

Prescriber RA, GC, SJIA, PJIA (initial): Prescribed by or in consultation with a

Restrictions rheumatologist. SSc-ILD (initial): Prescribed by or in consultation with a
pulmonologist or rheumatologist.

Coverage Plan year

Duration
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Other Criteria RA, PJIA (Reauth): Documentation of positive clinical response to
therapy as evidenced by at least one of the following: reduction in the
total active (swollen and tender) joint count from baseline OR
improvement in symptoms (eg, pain, stiffness, inflammation) from
baseline. SJIA (Reauth): Documentation of positive clinical response to
therapy as evidenced by at least one of the following: reduction in the
total active (swollen and tender) joint count from baseline OR
improvement in clinical features or symptoms (eg, pain, fever,
inflammation, rash, lymphadenopathy, serositis) from baseline. GC, SSc-
ILD (Reauth): Documentation of positive clinical response to therapy.
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ACTHAR

Products Affected

e Acthar

PA Criteria Criteria Details

Indications All FDA-approved Indications.

Off-Label Uses N/A

Exclusion Receipt of live or live attenuated vaccines within 6 weeks of H.P. Acthar

Criteria Gel, suspected congenital infection (infants), scleroderma, osteoporosis,
systemic fungal infection, peptic ulcer disease, ocular herpes simplex,
congestive heart failure, recent surgery, uncontrolled hypertension, known
hypersensitivity to porcine proteins, primary adrenocortical insufficiency
or hyperfunction.

Required For the following diagnoses, patient must have an inadequate response to

Medical a trial of parenteral corticosteroids: 1) For theumatic diseases (e.g.,

Information psoriatic arthritis, theumatoid arthritis, ankylosing spondylitis): H.P.

Acthar gel must be used as adjunctive treatment, 2) For nephrotic
syndrome: H.P. Acthar gel must be requested for induction of diuresis or
for remission of proteinuria, 3) For multiple sclerosis (MS): H.P. Acthar
gel is being used for MS exacerbation, 4) Collagen diseases (e.g.,
systemic lupus erythematosus, dermatomyositis, or polymyositis), 5)
Dermatologic disorders (e.g., severe erythema multiforme, Stevens-
Johnson syndrome), 6) Ophthalmic disorders, acute or chronic (e.g., iritis,
keratitis, optic neuritis), 7) Symptomatic sarcoidosis, 8) Serum sickness.

Age Restrictions

For infantile spasms: patient is 2 years of age or younger.

Prescriber N/A

Restrictions

Coverage IS: 12 months. Collagen and ophthalmic diseases, nephrotic syndrome: 6
Duration months. Others: 1 month

Other Criteria Part B before Part D Step Therapy.
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ADEMPAS

Products Affected
e Adempas
PA Criteria Criteria Details
Indications All FDA-approved Indications.
Off-Label Uses N/A
Exclusion N/A
Criteria
Required Patient has a diagnosis of pulmonary arterial hypertension (WHO group I)
Medical and diagnosis was confirmed by right heart catheterization or Doppler
Information echocardiogram if patient is unable to undergo a right heart

catheterization (e.g., patient is frail, elderly, etc.) OR Patient has a
diagnosis of chronic thromboembolic pulmonary hypertension (CTEPH,
WHO group 4) and patient has persistent or recurrent disease after
surgical treatment (e.g., pulmonary endarterectomy) or has CTEPH that is
inoperable.

Age Restrictions

18 years of age or older

Prescriber N/A

Restrictions

Coverage Plan year

Duration

Other Criteria For renewal, medication was effective (i.e. improved 6 minute walk

distance, oxygen saturation, etc.)
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AIMOVIG

Products Affected

e Aimovig

PA Criteria Criteria Details

Indications All FDA-approved Indications.

Off-Label Uses N/A

Exclusion N/A

Criteria

Required Patient has a diagnosis of either episodic migraines or chronic migraines.
Medical For episodic migraine, patient must have both of the following: less than
Information 15 headache days per month and 4-14 migraine days per month. For

chronic migraine, patient must have both of the following: at least 15
headache days per month and at least 8 migraine days per month. Patient
has had a trial and failure or contraindication to at least 2 different
preventative migraine medications.

Age Restrictions

18 years of age or older

Prescriber Prescribed by or in consultation with a neurologist, pain specialist, or
Restrictions headache specialist

Coverage Initial: 3 months. Renewal: plan year.

Duration

Other Criteria For renewal, patient must have a positive clinical response.
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ALECENSA

Products Affected

e Alecensa

PA Criteria Criteria Details

Indications All FDA-approved Indications.

Off-Label Uses N/A

Exclusion N/A

Criteria

Required Diagnosis of metastatic non-small cell lung cancer (NSCLC) with
Medical anaplastic lymphoma kinase (ALK) positive disease.
Information

Age Restrictions | N/A

Prescriber N/A

Restrictions

Coverage Plan year

Duration

Other Criteria N/A
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ALPHA1 PROTEINASE INHIBITOR

Products Affected

e Aralast Np INJ 1000MG, 500MG
e (Glassia

e Prolastin-c

e Zemaira

PA Criteria Criteria Details

Indications All FDA-approved Indications.

Off-Label Uses N/A

Exclusion N/A

Criteria

Required Patient has a diagnosis of clinically evident emphysema and severe
Medical hereditary deficiency of alphal-antitrypsin.

Information

Age Restrictions | N/A

Prescriber N/A
Restrictions

Coverage Plan year
Duration

Other Criteria N/A
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ALUNBRIG

Products Affected
e Alunbrig

PA Criteria Criteria Details

Indications All FDA-approved Indications.

Off-Label Uses N/A

Exclusion N/A

Criteria

Required Patient has a diagnosis of anaplastic lymphoma kinase (ALK)-positive
Medical metastatic non-small cell lung cancer.

Information

Age Restrictions | N/A

Prescriber N/A
Restrictions

Coverage Plan year
Duration

Other Criteria N/A
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AMBRISENTAN

Products Affected

e Ambrisentan

PA Criteria Criteria Details

Indications All FDA-approved Indications.

Off-Label Uses N/A

Exclusion Pregnancy

Criteria

Required Patient has a diagnosis of pulmonary arterial hypertension (WHO Group
Medical I). For female patients of childbearing potential: 1) Pregnancy was
Information excluded prior to initiation of therapy, AND 2) Patient will use reliable

contraception during treatment and for one month after stopping treatment

Age Restrictions | N/A

Prescriber N/A
Restrictions

Coverage Plan year
Duration

Other Criteria N/A
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ARMODAFINIL

Products Affected

e Armodafinil

PA Criteria Criteria Details

Indications All FDA-approved Indications.

Off-Label Uses N/A

Exclusion N/A

Criteria

Required Diagnosis of excessive sleepiness associated with obstructive sleep apnea
Medical (OSA)/hypopnea syndrome and documentation of residual excessive
Information sleepiness OR Diagnosis of excessive sleepiness associated with

narcolepsy and patient has tried and failed, is unable to tolerate, or has
contraindication(s) to at least one other central nervous system stimulant
(e.g., methylphenidate, mixed amphetamine salts, dextroamphetamine)
OR Diagnosis of excessive sleepiness associated with shift work disorder.

Age Restrictions | 17 years of age or older

Prescriber N/A
Restrictions

Coverage Plan year
Duration

Other Criteria N/A
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AUBAGIO

Products Affected
e Aubagio
e Teriflunomide

PA Criteria Criteria Details

Indications All FDA-approved Indications.

Off-Label Uses N/A

Exclusion Severe hepatic impairment. Pregnancy. Concomitant use with
Criteria leflunomide.

Required Pending CMS Review

Medical

Information

Age Restrictions | N/A

Prescriber N/A
Restrictions

Coverage Plan year
Duration

Other Criteria N/A
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AURYXIA

Products Affected
e Auryxia

PA Criteria Criteria Details

Indications All FDA-approved Indications.

Off-Label Uses N/A

Exclusion Auryxia will not be approved for a diagnosis of iron deficiency anemia.
Criteria

Required Patient has a diagnosis of hyperphosphatemia. Patient has chronic kidney
Medical disease and is on dialysis.

Information

Age Restrictions | N/A

Prescriber N/A
Restrictions

Coverage Plan year
Duration

Other Criteria N/A
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AUSTEDO

Products Affected

e Austedo

PA Criteria Criteria Details

Indications All FDA-approved Indications.

Off-Label Uses N/A

Exclusion Actively suicidal or has untreated or inadequately treated depression.

Criteria Impaired hepatic function. Concomitant monoamine oxidase inhibitor
(MAOI) or use within 14 days of stopping MAOI. Concomitant reserpine
or use within 20 days of stopping reserpine. Concomitant tetrabenazine
(Xenazine).

Required Patient has a diagnosis of chorea associated with Huntington's disease OR

Medical has a diagnosis of tardive dyskinesia clinically diagnosed with all of the

Information following: involuntary athetoid or choreiform movements, history of

treatment with dopamine receptor blocking agent.

Age Restrictions | N/A
Prescriber N/A
Restrictions

Coverage Plan year
Duration

Other Criteria N/A
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AYVAKIT

Products Affected
e Ayvakit
PA Criteria Criteria Details
Indications All FDA-approved Indications.
Off-Label Uses N/A
Exclusion N/A
Criteria
Required Patient has unresectable or metastatic gastrointestinal stromal tumors
Medical (GIST) with a platelet-derived growth factor receptor alpha (PDGFRA)
Information exon 18 mutation, including PDGFRA D842V mutations. Patient has a

diagnosis of advanced systemic mastocytosis including patients with
agressive systemic mastocytosis, systemic mastocytosis with an
associated hematological neoplasm, and mast cell leukemia AND patient
has a platelet count greater than 50,000/mm3.

Age Restrictions | N/A
Prescriber N/A
Restrictions

Coverage Plan year
Duration

Other Criteria N/A

Formulary ID: 23468, Version: 11, Effective Date: 06/01/2023
Last Updated: May 2023

16




BALVERSA

Products Affected
e Balversa
PA Criteria Criteria Details
Indications All FDA-approved Indications.
Off-Label Uses N/A
Exclusion N/A
Criteria
Required Patient has a diagnosis of locally advanced or metastatic urothelial
Medical carcinoma. The patient has susceptible FGFR3 or FGFR2 genetic
Information alterations and has progressed during or following at least one line of

prior platinum-containing chemotherapy, including within 12 months of
neoadjuvant or adjuvant platinum-containing chemotherapy.

Age Restrictions | N/A
Prescriber N/A
Restrictions

Coverage Plan year
Duration

Other Criteria N/A
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BENLYSTA

Products Affected

e Benlysta
PA Criteria Criteria Details
Indications All FDA-approved Indications.
Off-Label Uses N/A
Exclusion Severe active CNS lupus, or use of Benlysta in combination with other
Criteria biologics, including B-cell targeted therapies or intravenous (IV)

cyclophosphamide

Required Patient has active, autoantibody-positive systemic lupus erythematosus
Medical (SLE) and is receiving standard therapy (corticosteroids, azathioprine,
Information leflunomide, methotrexate, mycophenolate mofetil, hydroxychloroquine,

non-steroidal anti-inflammatory drugs) or is not on standard therapy due
to past trial and inadequate response or intolerance. Patient has a
diagnosis of active lupus nephritis.

Age Restrictions | N/A
Prescriber N/A
Restrictions

Coverage Plan Year
Duration

Other Criteria N/A

Formulary ID: 23468, Version: 11, Effective Date: 06/01/2023
Last Updated: May 2023

18




BESREMI

Products Affected

e Besremi

PA Criteria Criteria Details

Indications All FDA-approved Indications.

Off-Label Uses N/A

Exclusion N/A

Criteria

Required Patient has a diagnosis of polycythemia vera.
Medical

Information

Age Restrictions | N/A

Prescriber N/A
Restrictions

Coverage Plan year
Duration

Other Criteria N/A
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BEXAROTENE

Products Affected
e Bexarotene CAPS

PA Criteria Criteria Details

Indications All FDA-approved Indications.

Off-Label Uses N/A

Exclusion N/A

Criteria

Required Patient has a diagnosis of cutaneous T-cell lymphoma and is refractory to
Medical at least 1 prior systemic therapy.

Information

Age Restrictions | N/A

Prescriber N/A
Restrictions

Coverage Plan year
Duration

Other Criteria N/A
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BOSENTAN

Products Affected

e Bosentan

e Tracleer TBSO

PA Criteria Criteria Details

Indications All FDA-approved Indications.

Off-Label Uses N/A

Exclusion Pregnancy. Concomitant use with cyclosporine or glyburide. For initial

Criteria therapy: alanine aminotransferase (ALT)/aspartate aminotransferase
(AST) level greater than 3 times the upper limit of normal (ULN).

Required Diagnosis of pulmonary arterial hypertension (WHO Group I) that was

Medical confirmed by right heart catheterization or Doppler echocardiogram if

Information patient is unable to undergo a right heart catheterization (e.g., patient is

frail, elderly, etc.). NYHA Functional Class II to IV symptoms. For
female patients of childbearing potential: 1) Pregnancy was excluded
prior to initiation of therapy, and 2) Patient will use reliable contraception
during treatment and for one month after stopping treatment

Age Restrictions

Age 3 and older

Prescriber N/A
Restrictions

Coverage Plan year
Duration

Other Criteria N/A
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BOSULIF

Products Affected

e Bosulif

PA Criteria Criteria Details

Indications All FDA-approved Indications.

Off-Label Uses N/A

Exclusion N/A

Criteria

Required Patient has a diagnosis of chronic (newly diagnosed or previously

Medical treated), accelerated, or blast phase Philadelphia chromosome-positive

Information chronic myelogenous leukemia (CML). For a diagnosis of accelerated
phase or blast phase, patient had resistance or intolerance to prior
treatment.

Age Restrictions | N/A

Prescriber N/A
Restrictions

Coverage Plan year
Duration

Other Criteria N/A
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BPH VS ED

Products Affected
e Tadalafil TABS 2.5MG, 5MG

PA Criteria Criteria Details

Indications All FDA-approved Indications.

Off-Label Uses N/A

Exclusion Not covered for the treatment of Erectile Dysfunction. Maximum dose:
Criteria Smg daily

Required Patient must have a diagnosis of BPH.

Medical

Information

Age Restrictions | N/A

Prescriber N/A
Restrictions

Coverage Plan year
Duration

Other Criteria N/A
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BRAFTOVI

Products Affected
e Braftovi
PA Criteria Criteria Details
Indications All FDA-approved Indications.
Off-Label Uses N/A
Exclusion N/A
Criteria
Required For a diagnosis of unresectable or metastatic melanoma: patient has a
Medical BRAF V600E or V600K mutation, will be used in combination with
Information binimetinib (Mektovi), patient was not previously treated with a BRAF

inhibitor or MEK inhibitor. For a diagnosis of metastatic colorectal
cancer: patient has a BRAF V600E mutation, will be used in combination
with cetuximab, patient has been on prior therapy.

Age Restrictions | N/A
Prescriber N/A
Restrictions

Coverage Plan year
Duration

Other Criteria N/A
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BRUKINSA

Products Affected

e Brukinsa

PA Criteria Criteria Details

Indications All FDA-approved Indications.

Off-Label Uses N/A

Exclusion N/A

Criteria

Required Patient has a diagnosis of mantle cell lymphoma and has received at least
Medical 1 prior therapy. Patient has a diagnosis of Waldenstrom’s

Information macroglobulinemia (WM). Patient has a diagnosis of relapsed or

refractory marginal zone lymphoma (MZL) and has received at least one
anti-CD20-based regimen.

Age Restrictions | N/A

Prescriber N/A
Restrictions

Coverage Plan year
Duration

Other Criteria N/A
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CABOMETYX

Products Affected

e Cabometyx

PA Criteria Criteria Details

Indications All FDA-approved Indications.

Off-Label Uses N/A

Exclusion N/A

Criteria

Required Patient has a diagnosis of advanced renal cell carcinoma (RCC) and meets
Medical one of the following: will be used as monotherapy OR will be used in
Information combination with nivolumab for first-line treatment. Patient has a

diagnosis of advanced hepatocellular carcinoma and has been previously
treated with sorafenib. Patient has a diagnosis of differentiated thyroid
cancer that is locally advanced or metastatic and has progressed following
prior VEGFR- targeted therapy and is radioactive iodine-refractory or
ineligible.

Age Restrictions | N/A

Prescriber N/A
Restrictions

Coverage Plan Year
Duration

Other Criteria N/A
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CALQUENCE

Products Affected

e Calquence

PA Criteria Criteria Details

Indications All FDA-approved Indications.

Off-Label Uses N/A

Exclusion N/A

Criteria

Required Patient has a diagnosis of mantle cell lymphoma and has had at least 1
Medical prior treatment, chronic lymphocytic leukemia (CLL), or small
Information lymphocytic lymphoma (SLL).

Age Restrictions | N/A

Prescriber N/A
Restrictions

Coverage Plan year
Duration

Other Criteria N/A
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CAPRELSA

Products Affected

e Caprelsa

PA Criteria Criteria Details

Indications All FDA-approved Indications.

Off-Label Uses N/A

Exclusion Patient has congenital long QT syndrome.

Criteria

Required Patient has a diagnosis of symptomatic or progressive medullary thyroid
Medical cancer. Patient has unresectable locally advanced or metastatic disease.
Information

Age Restrictions | N/A

Prescriber N/A
Restrictions

Coverage Plan year
Duration

Other Criteria N/A
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CHOLBAM

Products Affected
e Cholbam
PA Criteria Criteria Details
Indications All FDA-approved Indications.
Off-Label Uses N/A
Exclusion N/A
Criteria
Required Patient has a diagnosis of a bile acid synthesis disorder due to single
Medical enzyme defects (SEDs) OR Cholbam is being used as an adjunctive
Information treatment of peroxisomal disorders (PDs) including Zellweger spectrum

disorders in patients with manifestations of liver disease, steatorrhea or
complications from decreased fat soluble vitamin absorption.

Age Restrictions

N/A

Prescriber Prescribed by a hepatologist or gastroenterologist.
Restrictions

Coverage Plan year

Duration

Other Criteria N/A
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CINRYZE

Products Affected
e Cinryze

PA Criteria Criteria Details

Indications All FDA-approved Indications.

Off-Label Uses N/A

Exclusion N/A

Criteria

Required Patient has a diagnosis of hereditary angioedema.
Medical

Information

Age Restrictions | N/A

Prescriber Prescribed by or in consultation with an allergist or immunologist or

Restrictions another physician that specializes in the treatment of hereditary
angioedema

Coverage Plan year

Duration

Other Criteria N/A
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COMETRIQ

Products Affected

e Cometriq

PA Criteria Criteria Details

Indications All FDA-approved Indications.

Off-Label Uses N/A

Exclusion N/A

Criteria

Required Patient has a diagnosis of progressive, metastatic, medullary thyroid
Medical cancer.

Information

Age Restrictions | N/A

Prescriber N/A
Restrictions

Coverage Plan year
Duration

Other Criteria N/A
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COPIKTRA

Products Affected
e Copiktra

PA Criteria Criteria Details

Indications All FDA-approved Indications.

Off-Label Uses N/A

Exclusion N/A

Criteria

Required Patient has a diagnosis of chronic lymphocytic leukemia or small

Medical lymphocytic lymphoma. Patient has had at least two prior therapies.

Information Prophylaxis for Pneumocystis jirovecii (PJP) will be provided during
treatment.

Age Restrictions | N/A

Prescriber N/A
Restrictions

Coverage Plan year
Duration

Other Criteria N/A
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COSENTYX

Products Affected

e Cosentyx
e Cosentyx Sensoready Pen
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PA Criteria

Criteria Details

Indications All Medically-accepted Indications.

Off-Label Uses | N/A

Exclusion N/A

Criteria

Required Plaque psoriasis (Initial): Diagnosis of moderate to severe plaque
Medical psoriasis. One of the following: at least 3% body surface area (BSA)
Information involvement, severe scalp psoriasis, OR palmoplantar (ie, palms, soles),

facial, or genital involvement. Minimum duration of a 4-week trial and
failure, contraindication, or intolerance to one of the following topical
therapies: corticosteroids (eg, betamethasone, clobetasol), vitamin D
analogs (eg, calcitriol, calcipotriene), tazarotene, calcineurin inhibitors
(eg, tacrolimus, pimecrolimus), anthralin, OR coal tar. Psoriatic Arthritis
(PsA) (Initial): Diagnosis of active PsA. One of the following: actively
inflamed joints, dactylitis, enthesitis, axial disease, or active skin and/or
nail involvement. Ankylosing Spondylitis (AS) (Initial): Diagnosis of
active AS. Minimum duration of a one-month trial and failure,
contraindication, or intolerance to one nonsteroidal anti-inflammatory
drug (NSAID) (eg, ibuprofen, naproxen) at maximally tolerated doses.
Non-radiographic axial spondyloarthritis (nr-axSpA, initial): Dx of active
nr-axSpA with objective signs of inflammation (eg, C-reactive protein
[CRP] levels above the upper limit of normal and/or sacroiliitis on
magnetic resonance imaging [MRI], indicative of inflammatory disease,
but without definitive radiographic evidence of structural damage on
sacroiliac joints.) Enthesitis-Related Arthritis (ERA) (Initial): Diagnosis
of active ERA. nr-axSpA, ERA (Initial): Minimum duration of a one-
month TF/C/I to two non-steroidal anti-inflammatory drugs (NSAIDs)
(eg, ibuprofen, naproxen) at maximally tolerated doses.

Age Restrictions

N/A

Prescriber Plaque psoriasis (initial): Prescribed by or in consultation with a

Restrictions dermatologist. PsA (initial): Prescribed by or in consultation with a
rheumatologist or dermatologist. AS, nr-axSpA, ERA (initial): Prescribed
by or in consultation with a rheumatologist.

Coverage Plan year

Duration

Other Criteria PsA (Reauth): Documentation of positive clinical response to therapy as

evidenced by at least one of the following: reduction in the total active

Formulary ID: 23468, Version: 11, Effective Date: 06/01/2023
Last Updated: May 2023
34



(swollen and tender) joint count from baseline, improvement in symptoms
(eg, pain, stiffness, pruritus, inflammation) from baseline, OR reduction
in the BSA involvement from baseline. Psoriasis (Reauth):
Documentation of positive clinical response to therapy as evidenced by
one of the following: reduction in the body surface area (BSA)
involvement from baseline, OR improvement in symptoms (eg, pruritus,
inflammation) from baseline. AS, nr-axSpA (Reauth): Documentation of
positive clinical response to therapy as evidenced by improvement from
baseline for at least one of the following: disease activity (eg, pain,
fatigue, inflammation, stiffness), lab values (erythrocyte sedimentation
rate, C-reactive protein level), function, axial status (eg, lumbar spine
motion, chest expansion), OR total active (swollen and tender) joint
count. ERA (Reauth): Documentation of a positive clinical response to
therapy as evidenced by at least one of the following: Reduction in the
total active (swollen and tender) joint count from baseline, OR
improvement in symptoms (eg, pain, stiffness, inflammation) from
baseline.
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COTELLIC

Products Affected
e C(Cotellic

PA Criteria Criteria Details

Indications All FDA-approved Indications.

Off-Label Uses N/A

Exclusion N/A

Criteria

Required Patient has a diagnosis of unresectable or metastatic melanoma. Patient
Medical has a BRAF V600E or V600K mutation. Cobimetinib will be used in
Information combination with vemurafenib (Zelboraf).

Age Restrictions | N/A

Prescriber N/A
Restrictions

Coverage Plan year
Duration

Other Criteria N/A
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DALFAMPRIDINE

Products Affected
e Dalfampridine Er

PA Criteria Criteria Details

Indications All FDA-approved Indications.

Off-Label Uses N/A

Exclusion Moderate to severe renal impairment (CrCL less than or equal to 50
Criteria mL/min) and/or history of seizures.

Required Patient must have the ability to walk 25 feet (with or without assistance)
Medical prior to starting dalfampridine. Patient has a diagnosis of multiple
Information sclerosis.

Age Restrictions | N/A

Prescriber N/A

Restrictions

Coverage Plan year

Duration

Other Criteria To continue therapy, the patient must experience improvement in walking

speed or other objective measure of walking ability since starting
dalfampridine. Dalfampridine at doses exceeding 10mg twice daily are
not covered.
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DAURISMO

Products Affected

e Daurismo

PA Criteria Criteria Details

Indications All FDA-approved Indications.

Off-Label Uses N/A

Exclusion N/A

Criteria

Required Patient has a diagnosis of acute myeloid leukemia (AML) and is newly
Medical diagnosed. Daurismo (glasdegib) will be used in combination with low-
Information dose cytarabine. Patient is 75 years old or older OR has comorbidities

that precludes the use of intensive induction chemotherapy.

Age Restrictions | N/A

Prescriber N/A
Restrictions

Coverage Plan year
Duration

Other Criteria N/A
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DEFERASIROX

Products Affected

e Deferasirox

PA Criteria Criteria Details

Indications All FDA-approved Indications.

Off-Label Uses N/A

Exclusion Patients with an eGFR less than 40mL/min/1.73m2. Patient's with a
Criteria platelet count less than 50 million/L.

Required (1) For chronic iron overload due to blood transfusions, Diagnosis of
Medical chronic iron overload due to blood transfusions and current serum ferritin
Information level greater than 1000 mecg/L. (2) For iron overload in patients with

NON-transfusion-dependent thalassemia (NTDT), a) Diagnosis of a
NON-transfusion thalassemia syndrome and chronic iron overload, b)For
initiation: 1) pretreatment LIC of at least 5 mg per gram of dry weight and
i1) pretreatment serum ferritin levels greater than 300 mcg/L and iii) For
patients currently on deferasirox therapy: current LIC is greater than 3 mg
per gram of dry weight or deferasirox will be withheld until the LIC
reaches above 5 mg per gram of dry weight.

Age Restrictions | N/A

Prescriber N/A
Restrictions

Coverage Plan year
Duration

Other Criteria N/A
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DEFERIPRONE

Products Affected

e Deferiprone

e Ferriprox SOLN

e Ferriprox Twice-a-day

PA Criteria Criteria Details

Indications All FDA-approved Indications.

Off-Label Uses N/A

Exclusion N/A

Criteria

Required Patient has a diagnosis of transfusion-related iron overload due to
Medical thalassemia syndromes or a diagnosis of sickle cell anemia or other
Information anemias.

Age Restrictions | N/A

Prescriber N/A
Restrictions

Coverage Plan year
Duration

Other Criteria N/A
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DIACOMIT

Products Affected

e Diacomit

PA Criteria Criteria Details

Indications All FDA-approved Indications.

Off-Label Uses N/A

Exclusion N/A

Criteria

Required Patient has a diagnosis of seizures associated with Dravet syndrome.
Medical Patient will be on stiripentol with clobazam.

Information

Age Restrictions | Patient is 6 months of age or older.

Prescriber N/A
Restrictions

Coverage Plan year
Duration

Other Criteria N/A
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DICLOFENAC

Products Affected
e Diclofenac Sodium GEL 3%

PA Criteria Criteria Details

Indications All FDA-approved Indications.

Off-Label Uses N/A

Exclusion N/A

Criteria

Required Patient must have a diagnosis of actinic keratosis.
Medical

Information

Age Restrictions | N/A

Prescriber N/A
Restrictions

Coverage Plan year
Duration

Other Criteria N/A
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DUPIXENT

Products Affected

e Dupixent
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PA Criteria

Criteria Details

Indications All Medically-accepted Indications.

Off-Label Uses | N/A

Exclusion N/A

Criteria

Required Atopic dermatitis (AD) (init): Diagnosis (dx) of mod to severe AD. One
Medical of the following: a) Involvement of at least 10% body surface area (BSA),
Information or b) SCORing Atopic Dermatitis (SCORAD) index value of at least 25.

Trial and failure of a minimum 30-day supply (14-day supply for topical
corticosteroids), contraindication, or intolerance to at least one of the
following: a) Medium or higher potency topical corticosteroid, b)
Pimecrolimus cream, ¢) Tacrolimus ointment, or d) Eucrisa (crisaborole)
ointment. Eosinophilic Asthma (EA) (init): Dx of mod to severe asthma.
Asthma is an eosinophilic phenotype as defined by a baseline (pre-
treatment) peripheral blood eosinophil level greater than or equal to 150
cells/microliter. One of the following: 1) Patient has had two or more
asthma exacerbations requiring systemic corticosteroids (eg, prednisone)
within the past 12 mo, 2) Prior asthma-related hospitalization within the
past 12 mo. One of the following: a) TF/C/I to Fasenra (benralizumab),
Nucala (mepolizumab), or Cinqair (reslizumab) or b) For continuation of
prior therapy. Corticosteroid Dependent Asthma (CDA) (init): Dx of mod
to severe asthma. Patient is currently dependent on oral corticosteroids for
the treatment of asthma. EA, CDA (init): Patient is currently being treated
with one of the following unless there is a contraindication or intolerance
to these medications: a) Both of the following: 1) High-dose inhaled
corticosteroid (ICS) [e.g., greater than 500 mcg fluticasone propionate
equivalent/day] and ii) additional asthma controller medication [e.g.,
leukotriene receptor antagonist (eg, montelukast), long-acting beta-2
agonist (LABA) (eg, salmeterol), tiotropium], OR b) One max-dosed
combination ICS/LABA product [e.g., Advair (fluticasone
propionate/salmeterol), Symbicort (budesonide/formoterol), Breo Ellipta
(fluticasone/vilanterol)].

Age Restrictions

Asthma (initial): Patient is 6 years of age or older. AD: Patient is 6
months of age or older. CRSwNP: no age restriction.

Prescriber
Restrictions

Atopic dermatitis (Initial): Prescribed by or in consultation with one of the
following: dermatologist, allergist/immunologist. Asthma (initial, reauth):
Prescribed by or in consultation with a pulmonologist or
allergist/immunologist. CRSwNP (initial, reauth): Prescribed by or in
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consultation with an otolaryngologist, allergist/immunologist, or
pulmonologist.

Coverage Plan year
Duration

Other Criteria Chronic rhinosinusitis with nasal polyposis (CRSwNP) (initial):
Diagnosis of CRSwWNP. Unless contraindicated, the patient has had an
inadequate response to 2 months of treatment with an intranasal
corticosteroid (eg, fluticasone, mometasone). Used in combination with
another agent for CRSwNP. AD (reauth): Documentation of a positive
clinical response to therapy as evidenced by at least one of the following:
a) Reduction in BSA involvement from baseline, or b) Reduction in
SCORAD index value from baseline. EA (reauth): Documentation of a
positive clinical response to therapy (e.g., reduction in exacerbations,
improvement in forced expiratory volume in 1 second [FEV1], decreased
use of rescue medications). CDA (reauth): Documentation of a positive
clinical response to therapy (e.g., reduction in exacerbations,
improvement in FEV1, reduction in oral corticosteroid dose). EA, CDA
(reauth): Patient continues to be treated with an inhaled corticosteroid
(ICS) (e.g., fluticasone, budesonide) with or without additional asthma
controller medication (e.g., leukotriene receptor antagonist [e.g.,
montelukast], long-acting beta-2 agonist [LABA] [e.g., salmeterol],
tiotropium) unless there is a contraindication or intolerance to these
medications. CRSwWNP (reauth): Documentation of a positive clinical
response to therapy (e.g., reduction in nasal polyps score [NPS, 0-8 scale],
improvement in nasal congestion/obstruction score [NC, 0-3 scale]). Used
in combination with another agent for CRSwNP.
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ENBREL

Products Affected
e FEnbrel
e FEnbrel Mini
e Enbrel Sureclick
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PA Criteria

Criteria Details

Indications All Medically-accepted Indications.

Off-Label Uses | N/A

Exclusion N/A

Criteria

Required Rheumatoid Arthritis (RA) (Initial): Diagnosis of moderately to severely
Medical active RA. Minimum duration of a 3-month trial and failure,
Information contraindication, or intolerance to one of the following conventional

therapies at maximally indicated doses: methotrexate, leflunomide,
sulfasalazine. Polyarticular Juvenile Idiopathic Arthritis (PJIA) (Initial):
Diagnosis of moderately to severely active PJIA. Minimum duration of a
6-week trial and failure, contraindication, or intolerance to one of the
following conventional therapies at maximally indicated doses:
leflunomide or methotrexate. Psoriatic Arthritis (PsA) (Initial): Diagnosis
of active PsA. One of the following: actively inflamed joints, dactylitis,
enthesitis, axial disease, or active skin and/or nail involvement. Plaque
psoriasis (Initial): Diagnosis of moderate to severe chronic plaque
psoriasis. One of the following: at least 3% body surface area (BSA)
involvement, severe scalp psoriasis, OR plamoplantar (ie, palms, soles),
facial, or genital involvement. Minimum duration of a 4-week trial and
failure, contraindication, or intolerance to one of the following topical
therapies: corticosteroids (eg, betamethasone, clobetasol), vitamin D
analogs (eg, calcitriol, calcipotriene), tazarotene, calcineurin inhibitors
(eg, tacrolimus, pimecrolimus), anthralin, OR coal tar. Ankylosing
Spondylitis (AS) (Initial): Diagnosis of active AS. Minimum duration of a
one-month trial and failure, contraindication, or intolerance to one
nonsteroidal anti-inflammatory drug (NSAID) (eg, ibuprofen, meloxicam,
naproxen) at maximally indicated doses.

Age Restrictions

N/A

Prescriber RA (initial), PJTA (initial), AS (initial): Prescribed by or in consultation

Restrictions 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 Plan year

Duration

Other Criteria RA, PJIA (Reauth): Documentation of positive clinical response to

therapy as evidenced by at least one of the following: reduction in the
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total active (swollen and tender) joint count from baseline OR
improvement in symptoms (eg, pain, stiffness, inflammation) from
baseline. PsA (Reauth): Documentation of positive clinical response to
therapy as evidenced by at least one of the following: reduction in the
total active (swollen and tender) joint count from baseline, improvement
in symptoms (eg, pain, stiffness, pruritus, inflammation) from baseline,
OR reduction in the BSA involvement from baseline. Plaque psoriasis
(Reauth): Documentation of positive clinical response to therapy as
evidenced by one of the following: reduction in the BSA involvement
from baseline, OR improvement in symptoms (eg, pruritus, inflammation)
from baseline. AS (Reauth): Documentation of positive clinical response
to therapy as evidenced by improvement from baseline for at least one of
the following: disease activity (eg, pain, fatigue, inflammation, stiffness),
lab values (erythrocyte sedimentation rate, C-reactive protein level),
function, axial status (eg, lumbar spine motion, chest expansion), OR total
active (swollen and tender) joint count.
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EPCLUSA

Products Affected

e Epclusa
e Sofosbuvir/velpatasvir

PA Criteria Criteria Details

Indications All FDA-approved Indications.

Off-Label Uses N/A

Exclusion N/A

Criteria

Required Information required for review: genotype, prior treatments, cirrhosis
Medical status (including Child-Pugh class), desired treatment regimen, viral load,
Information HIV status, liver transplant history. Requests will be reviewed against the

most current edition of the American Association for the Study of Liver
Diseases (AASLD) Infectious Diseases Society of America (IDSA)
guidelines for Hepatitis C infection. Patients must be prescribed regimens
recommended under these guidelines with the highest evidence rating in
that category as of the date of the request. In cases where the request is
for a lower evidence rated treatment, an explanation will be required as to
why the higher rated regimen is not preferred.

Age Restrictions | N/A

Prescriber N/A
Restrictions

Coverage 12 weeks
Duration

Other Criteria N/A
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EPIDIOLEX

Products Affected
e Epidiolex

PA Criteria Criteria Details

Indications All FDA-approved Indications.

Off-Label Uses N/A

Exclusion N/A

Criteria

Required Patient has a diagnosis of seizures associated with Lennox-Gastaut
Medical syndrome, Dravet syndrome, or tuberous sclerosis complex (TSC).
Information

Age Restrictions | N/A

Prescriber Prescribed by or in consultation with a neurologist.
Restrictions

Coverage Plan year

Duration

Other Criteria N/A
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EPOETIN

Products Affected
e Procrit
e Retacrit

PA Criteria Criteria Details

Indications All Medically-accepted Indications.

Off-Label Uses N/A

Exclusion N/A

Criteria

Required Determine if ESRD (B vs D) Patient has one of the following diagnosis:
Medical anemia associated with chronic renal failure, anemia associated with
Information chemotherapy, Anemia secondary to zidovudine in HIV-infected patients,

Reduction of allogeneic RBC transfusion in patients undergoing elective,
non cardiac, non vascular surgery

Age Restrictions | N/A

Prescriber N/A
Restrictions

Coverage 6 months
Duration

Other Criteria N/A
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ERIVEDGE

Products Affected
e FErivedge

PA Criteria Criteria Details

Indications All FDA-approved Indications.

Off-Label Uses N/A

Exclusion N/A

Criteria

Required Patient has a diagnosis of metastatic basal cell carcinoma OR has a

Medical diagnosis of locally advanced basal cell carcinoma that has recurred

Information following surgery or when the patient is not a candidate for surgery and
radiation.

Age Restrictions | N/A

Prescriber N/A
Restrictions

Coverage Plan year
Duration

Other Criteria N/A
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ERLEADA

Products Affected
e FErleada

PA Criteria Criteria Details

Indications All FDA-approved Indications.

Off-Label Uses N/A

Exclusion N/A

Criteria

Required Patient has non-metastatic, castration-resistant prostate cancer or
Medical metastatic castration-sensitive prostate cancer. Patient will also be on
Information concurrent gonadotropin-releasing hormone (GnRH) analog or had a

bilateral orchiectomy.

Age Restrictions | N/A

Prescriber N/A
Restrictions

Coverage Plan year
Duration

Other Criteria N/A
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ERLOTINIB

Products Affected
e Erlotinib Hydrochloride TABS

PA Criteria Criteria Details

Indications All FDA-approved Indications.

Off-Label Uses N/A

Exclusion N/A

Criteria

Required For pancreatic cancer: Used first-line in locally advanced, unresectable, or
Medical metastatic cancer in combination with gemcitabine. For metastatic non-
Information small cell lung cancer: not used in combination with platinum-based

chemotherapy, tumors have EGFR exon 19 deletions or exon 21
substitution mutations.

Age Restrictions | N/A

Prescriber N/A
Restrictions

Coverage Plan year
Duration

Other Criteria N/A
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ESBRIET

Products Affected
e [Esbriet CAPS
e Pirfenidone

PA Criteria Criteria Details

Indications All FDA-approved Indications.

Off-Label Uses N/A

Exclusion N/A

Criteria

Required The patient has a diagnosis of idiopathic pulmonary fibrosis. Liver
Medical function tests were performed prior to starting therapy.
Information

Age Restrictions | N/A

Prescriber Prescribed by or in consultation with a pulmonologist

Restrictions

Coverage Plan year

Duration

Other Criteria For renewal, 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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EVEROLIMUS

Products Affected
e Everolimus TABS 10MG, 2.5MG,

SMG, 7.5MG

e Everolimus TBSO

PA Criteria Criteria Details

Indications All FDA-approved Indications.

Off-Label Uses | N/A

Exclusion N/A

Criteria

Required Diagnosis of advanced metastatic renal cell carcinoma and patient has
Medical failed therapy (disease progressed) with Sutent or Nexavar OR Diagnosis
Information of progressive pancreatic neuroendocrine tumors (pNET) that are

unresectable OR progressive, well-differentiated, nonfunctional GI or
lung endocrine tumors in patients with unresectable, locally advanced or
metastatic disease OR Diagnosis of renal angiomyolipoma with tuberous
sclerosis complex (TSC) and patient does not require immediate surgery
OR Diagnosis of advanced hormone receptor-positive, HER2-negative
breast cancer and patient is a postmenopausal woman and patient has
failed treatment with Femara or Arimidex and the medication will be used
in combination with Aromasin OR Diagnosis of subependymal giant cell
astrocytoma (SEGA) associated with TSC that requires therapeutic
intervention but is not a candidate for curative surgical resection OR
diagnosis of tuberous sclerosis complex (TSC)-associated partial-onset
seizures.

Age Restrictions | N/A
Prescriber N/A
Restrictions

Coverage Plan year
Duration

Other Criteria N/A
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EXKIVITY

Products Affected
e Exkivity

PA Criteria Criteria Details

Indications All FDA-approved Indications.

Off-Label Uses N/A

Exclusion N/A

Criteria

Required Patient has a diagnosis of locally advanced or metastatic non-small cell
Medical lung cancer (NSCLC) with epidermal growth factor receptor (EGFR)
Information exon 20 insertion mutations.

Age Restrictions | N/A

Prescriber N/A
Restrictions

Coverage Plan year
Duration

Other Criteria N/A
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FARYDAK

Products Affected
e Farydak
PA Criteria Criteria Details
Indications All FDA-approved Indications.
Off-Label Uses N/A
Exclusion History of recent myocardial infarction or unstable angina, QTcF greater
Criteria than 450 msec or significant baseline ST-segment or T-wave
abnormalities.
Required Patient must have multiple myeloma and received at least 2 prior
Medical regimens, including bortezomib and an immunomodulatory agent. Must
Information be used in combination with bortezomib and dexamethasone.
Age Restrictions | N/A
Prescriber N/A
Restrictions
Coverage Plan year
Duration
Other Criteria For renewals: Patient must have clinical benefit. Patient must not have

experienced unresolved severe or medically significant toxicity. Total
treatment duration will not exceed 16 cycles (48 weeks).
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FASENRA

Products Affected

e Fasenra
e Fasenra Pen

PA Criteria Criteria Details

Indications All FDA-approved Indications.

Off-Label Uses N/A

Exclusion N/A

Criteria

Required Patient has severe asthma with an eosinophilic phenotype. Patient is
Medical maintained with high dose inhaled corticosteroid or with medium to high
Information dosed inhaled corticosteroid with a long-acting beta agonist (LABA).

Patient has had at least two exacerbations in the past year or at least one
exacerbation in the prior year while on daily oral corticosteroid treatment.

Age Restrictions

12 years of age or older

Prescriber N/A
Restrictions

Coverage Plan year
Duration

Other Criteria N/A
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FINTEPLA

Products Affected
e Fintepla

PA Criteria Criteria Details

Indications All FDA-approved Indications.

Off-Label Uses N/A

Exclusion N/A

Criteria

Required Diagnosis of seizures associated with Dravet syndrome and Lennox-
Medical Gastaut syndrome.

Information

Age Restrictions | N/A

Prescriber Prescribed by or in consultation with a neurologist
Restrictions

Coverage Plan year

Duration

Other Criteria N/A
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FoTivba

Products Affected

e Fotivda

PA Criteria Criteria Details

Indications All FDA-approved Indications.

Off-Label Uses N/A

Exclusion N/A

Criteria

Required Patient has a diagnosis of relapsed or refractory advanced renal cell
Medical carcinoma (RCC). Patient has tried at least 2 prior systemic therapies.
Information

Age Restrictions | N/A

Prescriber N/A
Restrictions

Coverage Plan year
Duration

Other Criteria N/A
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GATTEX

Products Affected
o (attex

PA Criteria Criteria Details

Indications All Medically-accepted Indications.

Off-Label Uses N/A

Exclusion N/A

Criteria

Required Short Bowel Syndrome (SBS) (Initial): Diagnosis of SBS. Submission of
Medical medical records (e.g., chart notes, laboratory values) documenting that the
Information patient is dependent on parenteral nutrition/intravenous (PN/IV) support

for at least 12 months.

Age Restrictions | N/A

Prescriber SBS (Init, reauth): Prescribed by or in consultation with a
Restrictions gastroenterologist.

Coverage SBS (Init): 6 months. SBS (Reauth): 12 months.
Duration

Other Criteria SBS (Reauth): Submission of medical records (e.g., chart notes,
laboratory values) documenting that the patient has had a reduction in
weekly parenteral nutrition/intravenous (PN/IV) support from baseline
while on therapy.
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GAVRETO

Products Affected
e QGavreto
PA Criteria Criteria Details
Indications All FDA-approved Indications.
Off-Label Uses N/A
Exclusion N/A
Criteria
Required Patient has a diagnosis of metastatic RET fusion-positive non-small cell
Medical lung cancer (NSCLC). Patient has a diagnosis of advanced or metastatic
Information RET-mutant medullary thyroid cancer. Patient has a diagnosis of

advanced or metastatic RET fusion positive thyroid cancer and is
radioactive iodine-refractory (if radioactive iodine is appropriate).

Age Restrictions | N/A
Prescriber N/A
Restrictions

Coverage Plan year
Duration

Other Criteria N/A
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GILENYA

Products Affected
e Fingolimod
e Gilenya

PA Criteria Criteria Details

Indications All FDA-approved Indications.

Off-Label Uses N/A

Exclusion Recent occurrence (within the last 6 months) of myocardial infarction,
Criteria unstable angina, stroke, transient ischemic attack, decompensated heart
failure requiring hospitalization, class III or I'V heart failure. History or
presence of Mobitz Type II 2nd degree or 3rd degree AV block or sick
sinus syndrome, unless patient has a pacemaker. Baseline QTc interval
greater than or equal to 500ms. Treatment with Class Ia or Class III anti-
a