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ABIRATERONE

CareOregon
Advantage

Products Affected

Abiraterone Acetate TABS 250MG,
500MG

Abirtega

Yonsa



PA Criteria

Criteria Details

Indications All Medically-accepted Indications.

Off-Label Uses | N/A

Exclusion N/A

Criteria

Required Medical record documentation of the diagnosis.
Medical

Information

Age Restrictions

N/A

Prescriber Prescribed by or in consultation with an oncologist or urologist.

Restrictions

Coverage Lifetime

Duration

Other Criteria Drug must be prescribed for a FDA approved indication. If prescribed for
non-cancer indication that is not FDA approved, the off-label use of the
drug must be for a medically accepted indication that is supported by
AHFS (American Hospital Formulary Service) Drug Information or
Micromedex DrugDex. If prescribed for a cancer indication that is not
FDA approved, the off-label use of the drug must be supported by NCCN
(National Comprehensive Cancer Network) guidelines, AHFS (American
Hospital Formulary Service) Drug Information, Micromedex DrugDex,
Clinical Pharmacology, Lexi-Drugs, or research found in peer reviewed
medical literature in accordance with Chapter 15 of the Medicare Benefit
Policy Manual.

Prerequisite Criteria DOES NOT require use of a prerequisite Part D drug.

Therapy

Required




ACTEMRA (TOCILIZUMAB)

Products Affected o

Actemra INJ 162MG/0.9ML
e Actemra Actpen

PA Criteria Criteria Details

Indications All FDA-approved Indications.

Off-Label Uses | N/A

Exclusion N/A

Criteria

Required 1) Juvenile idiopathic arthritis (JIA) renewal: improved functioning
Medical and/or greater improvement in tender joint count and swollen joint count.
Information 3) Lung disease with systemic sclerosis, renewal: documentation of a

reduction in decline in pulmonary function. 3) Rheumatoid arthritis (RA)
renewal: improved functioning and/or improvement in tender joint count

and swollen joint count. 4) Temporal arteritis, renewal: documentation of
clinical benefit or remission.

Age Restrictions

N/A

Prescriber Prescribed by or in consultation with: pulmonologist for lung disease,

Restrictions rheumatologist for RA, JIA, and temporal arteritis.

Coverage Initial: 6 months. Renewal: 12 months.

Duration

Other Criteria pJIA initial: failure of an 8 week trial of methotrexate.RA initial: failure
of methotrexate, leflunomide, sulfasalazine, or hydroxychloroquine.

Prerequisite Criteria DOES require use of a prerequisite Part D drug.

Therapy

Required




ACTHAR HP (CORTICOTROPIN)

Products Affected e Acthar



PA Criteria

Criteria Details

Indications All FDA-approved Indications.

Off-Label Uses | N/A

Exclusion Use of corticotropin intravenously. Cortictropin should not be used in

Criteria patients with scleroderma, osteoporosis, systemic fungal infections, ocular
herpex simplex, recent surgery, history of or active peptic ulcer disease,
congestive heart failure, uncontrolled hypertension, or sensitivity to
proteins of porcine origin. Corticotropin is contraindicated in patients
under the age of 2 with suspected congenital infections and for patients
who also have adrenocortical insufficiency or adrenocortical
hyperfunction.

Required Medical record documentation of one of the following conditions: 1)

Medical Infantile spasms, 2) Acute exacerbation of multiple sclerosis, 3)

Information Exacerbation of rheumatic disorders including psoriatic arthritis,

rheumatoid arthritis, juvenile rheumatoid arthritis, ankylosing spondylitis,
4) Exacerbation of or maintenance for collagen diseases including
systemic lupus erythematosus, systemic dermatomyositis, 5)
Dermatologic diseases including severe erythema multiforme, Stevens-
Johnson Syndrome, 6) Allergic states such as serum sickness, 7)
Ophthalmic diseases including keratitis, iritis, iridocyclitis, diffuse
posterior uveitis and choroiditis, optic neuritis, chorioretinitis, anterior
segment inflammation, 8) Respiratory diseases such as symptomatic
sarcoidosis or 9) Edematous condition from nephrotic syndrome or lupus
erythematosus.

Age Restrictions

For infantile spasms: 2 years of age or younger

Prescriber N/A

Restrictions

Coverage Infantile spasms: until two years of age. All others: 1 month.

Duration

Other Criteria For steroid responsive conditions, conditions number 2 to 7 listed in the
Required Medical Information section: medical record documentation of
failure of corticosteroid therapy in the last 30 days or reason why
corticosteroids cannot be used.

Prerequisite Criteria DOES require use of a prerequisite Part D drug.

Therapy

Required




ACTIMMUNE (INTERFERON GAMMA-1B)

Products Affected e Actimmune INJ 100MCG/0.5ML

PA Criteria Criteria Details

Indications All FDA-approved Indications, Some Medically accepted Indications.

Off-Label Uses T-cell lymphoma

Exclusion N/A

Criteria

Required N/A

Medical

Information

Age Restrictions | N/A

Prescriber N/A

Restrictions

Coverage Lifetime

Duration

Other Criteria Prior authorization criteria does not apply to members already established
on Actimmune for the treatment of T-cell lymphoma. 1. The use of
Actimmune for T-cell lymphoma must be supported by Micromedex,
AHFS-Drug Information, NCCN Compendium, Clinical Pharmacology,
Lexi-Drugs, or acceptable medical journals.

Prerequisite Criteria DOES NOT require use of a prerequisite Part D drug.

Therapy

Required




ADALIMUMAB BIOSIMILARS

Products Affected e Adalimumab-aaty 1-pen Kit INJ
80MG/0.8ML

Adalimumab-aaty 2-pen Kit
Adalimumab-aaty 2-syringe
Adalimumab-aaty Cd/uc/hs Starter
Adalimumab-adbm

PA Criteria Criteria Details

Indications Pending CMS Review

Off-Label Uses Pending CMS Review

Exclusion Pending CMS Review
Criteria

Required Pending CMS Review
Medical

Information

Age Restrictions | Pending CMS Review

Prescriber Pending CMS Review
Restrictions

Coverage Pending CMS Review
Duration

Other Criteria Pending CMS Review

Prerequisite Pending CMS Review
Therapy
Required




ADBRY (TRALOKINUMAB-LDRM)

Products Affected e Adbry

PA Criteria Criteria Details

Indications Pending CMS Review

Off-Label Uses Pending CMS Review

Exclusion Pending CMS Review
Criteria

Required Pending CMS Review
Medical

Information

Age Restrictions | Pending CMS Review

Prescriber Pending CMS Review
Restrictions

Coverage Pending CMS Review
Duration

Other Criteria Pending CMS Review

Prerequisite Pending CMS Review
Therapy
Required




AGAMREE (VAMOROLONE)

Products Affected e Agamree

PA Criteria Criteria Details

Indications Pending CMS Review

Off-Label Uses Pending CMS Review

Exclusion Pending CMS Review
Criteria

Required Pending CMS Review
Medical

Information

Age Restrictions | Pending CMS Review

Prescriber Pending CMS Review
Restrictions

Coverage Pending CMS Review
Duration

Other Criteria Pending CMS Review

Prerequisite Pending CMS Review
Therapy
Required




AIMOVIG (ERENUMAB-AOOE)

Products Affected e Aimovig
PA Criteria Criteria Details
Indications Pending CMS Review
Off-Label Uses Pending CMS Review
Exclusion Pending CMS Review
Criteria
Required Pending CMS Review
Medical
Information
Age Restrictions | Pending CMS Review
Prescriber Pending CMS Review
Restrictions
Coverage Pending CMS Review
Duration
Other Criteria Pending CMS Review
Prerequisite Pending CMS Review
Therapy
Required

10




AKEEGA (NIRAPARIB-ABIRATERONE)

Products Affected o Akeega
PA Criteria Criteria Details
Indications All Medically-accepted Indications.
Off-Label Uses | N/A
Exclusion N/A
Criteria
Required Medical record documentation of the diagnosis.
Medical
Information

Age Restrictions

N/A

Prescriber Prescribed by or in consultation with an oncologist or urologist.

Restrictions

Coverage Lifetime

Duration

Other Criteria Drug must be prescribed for a FDA approved indication. If prescribed for
non-cancer indication that is not FDA approved, the off-label use of the
drug must be for a medically accepted indication that is supported by
AHFS (American Hospital Formulary Service) Drug Information or
Micromedex DrugDex. If prescribed for a cancer indication that is not
FDA approved, the off-label use of the drug must be supported by NCCN
(National Comprehensive Cancer Network) guidelines, AHFS (American
Hospital Formulary Service) Drug Information, Micromedex DrugDex,
Clinical Pharmacology, Lexi-Drugs, or research found in peer reviewed
medical literature in accordance with Chapter 15 of the Medicare Benefit
Policy Manual.

Prerequisite Criteria DOES NOT require use of a prerequisite Part D drug.

Therapy

Required

11




ALECENSA (ALECTINIB)

Products Affected e Alecensa
PA Criteria Criteria Details
Indications All Medically-accepted Indications.
Off-Label Uses | N/A
Exclusion N/A
Criteria
Required Medical record documentation of the diagnosis.
Medical
Information

Age Restrictions

N/A

Prescriber Prescribed by or in consultation with an oncologist.

Restrictions

Coverage Lifetime

Duration

Other Criteria Drug must be prescribed for a FDA approved indication. If prescribed for
non-cancer indication that is not FDA approved, the off-label use of the
drug must be for a medically accepted indication that is supported by
AHFS (American Hospital Formulary Service) Drug Information or
Micromedex DrugDex. If prescribed for a cancer indication that is not
FDA approved, the off-label use of the drug must be supported by NCCN
(National Comprehensive Cancer Network) guidelines, AHFS (American
Hospital Formulary Service) Drug Information, Micromedex DrugDex,
Clinical Pharmacology, Lexi-Drugs, or research found in peer reviewed
medical literature in accordance with Chapter 15 of the Medicare Benefit
Policy Manual.

Prerequisite Criteria DOES NOT require use of a prerequisite Part D drug.

Therapy

Required

12




ALOSETRON

Products Affected e Alosetron Hydrochloride

PA Criteria Criteria Details

Indications All FDA-approved Indications.

Off-Label Uses | N/A

Exclusion 1) Constipation. 2) Intestinal obstruction, stricture, toxic megacolon, GI

Criteria perforation and/or adhesions. 3) Ischemic colitis, impaired intestinal
circulation. 4) Severe hepatic impairment. 5) Diverticulitis. 6)
Hypercoaguable state. 6) Thrombophlebitis. 7) Crohn's disease or
ulcerative colitis. 8) Concomitant use with apomorphine or fluvoxamine.

Required Initial: Medical record documentation of predominant symptom is severe

Medical diarrhea lasting at least 6 months and defined as frequent and severe

Information abdominal pain/discomfort, frequent bowel urgency or fecal incontinence,

or disability or restriction of daily activities due to IBS. Renewal: Medical
record documentation of a significant reduction in diarrhea frequency and
abdominal pain and/or improvement in quality of life during the 8§ week
trial.

Age Restrictions

18 years of age or older

Prescriber N/A

Restrictions

Coverage Initial: 8 weeks. Renewal: Lifetime.

Duration

Other Criteria Failure of loperamide and dicyclomine.

Prerequisite Criteria DOES require use of a prerequisite Part D drug.
Therapy

Required

13




ALUNBRIG (BRIGATINIB)

Products Affected e Alunbrig
PA Criteria Criteria Details
Indications All Medically-accepted Indications.
Off-Label Uses | N/A
Exclusion N/A
Criteria
Required Medical record documentation of the diagnosis.
Medical
Information

Age Restrictions

N/A

Prescriber Prescribed by or in consultation with an oncologist.

Restrictions

Coverage Lifetime

Duration

Other Criteria Drug must be prescribed for a FDA approved indication. If prescribed for
non-cancer indication that is not FDA approved, the off-label use of the
drug must be for a medically accepted indication that is supported by
AHFS (American Hospital Formulary Service) Drug Information or
Micromedex DrugDex. If prescribed for a cancer indication that is not
FDA approved, the off-label use of the drug must be supported by NCCN
(National Comprehensive Cancer Network) guidelines, AHFS (American
Hospital Formulary Service) Drug Information, Micromedex DrugDex,
Clinical Pharmacology, Lexi-Drugs, or research found in peer reviewed
medical literature in accordance with Chapter 15 of the Medicare Benefit
Policy Manual.

Prerequisite Criteria DOES NOT require use of a prerequisite Part D drug.

Therapy

Required

14




ALYFTREK (VANZACAFTOR-TEZACAFTOR-
DEUTIVACAFTOR)

Products Affected o Alyftrek

PA Criteria Criteria Details

Indications Pending CMS Review

Off-Label Uses Pending CMS Review

Exclusion Pending CMS Review
Criteria

Required Pending CMS Review
Medical

Information

Age Restrictions | Pending CMS Review

Prescriber Pending CMS Review
Restrictions

Coverage Pending CMS Review
Duration

Other Criteria Pending CMS Review

Prerequisite Pending CMS Review
Therapy
Required




AMBRISENTAN

Products Affected e Ambrisentan
PA Criteria Criteria Details
Indications All FDA-approved Indications.
Off-Label Uses | N/A
Exclusion Pregnancy
Criteria
Required Documentation of WHO functional Class II-IV.
Medical
Information

Age Restrictions

N/A

Prescriber Prescribed by or in consultation with a pulmonologist or cardiologist.
Restrictions

Coverage Lifetime

Duration

Other Criteria N/A

Prerequisite Criteria DOES NOT require use of a prerequisite Part D drug.
Therapy

Required

16




ANZUPGO (DELGOCITINIB)

Products Affected e Anzupgo
PA Criteria Criteria Details
Indications All FDA-approved Indications.
Off-Label Uses | N/A
Exclusion N/A
Criteria
Required Initial: Documentation of hand eczema persisting for longer than 3
Medical months, or recurring at least 2 times within 12-month time frame.
Information

Age Restrictions

18 years of age or older

Prescriber N/A

Restrictions

Coverage Lifetime

Duration

Other Criteria Inadequate response, intolerance, or contraindication to at least one
moderate to high potency topical corticosteroid, OR documentation
showing that topical corticosteroids are not advisable.

Prerequisite Criteria DOES require use of a prerequisite Part D drug.

Therapy

Required

17




APOMORPHINE

Products Affected e Apomorphine Hydrochloride INJ
PA Criteria Criteria Details
Indications Pending CMS Review
Off-Label Uses Pending CMS Review
Exclusion Pending CMS Review
Criteria
Required Pending CMS Review
Medical
Information
Age Restrictions | Pending CMS Review
Prescriber Pending CMS Review
Restrictions
Coverage Pending CMS Review
Duration
Other Criteria Pending CMS Review
Prerequisite Pending CMS Review
Therapy
Required

18




AQNEURSA (LEVACETYLLEUCINE)

Products Affected e Agneursa
PA Criteria Criteria Details
Indications All FDA-approved Indications.
Off-Label Uses | N/A
Exclusion N/A
Criteria
Required Initial: a) confirmation of a diagnosis of Niemann-Pick disease type C
Medical (NPC) by genetic testing, b) documentation of neurologic symptoms due
Information to NPC, and ¢) documentation of weight at least 15kg.

Age Restrictions

N/A

Prescriber Prescribed by or in consultation with a geneticist or neurologist.
Restrictions

Coverage Lifetime

Duration

Other Criteria N/A

Prerequisite Criteria DOES NOT require use of a prerequisite Part D drug.
Therapy

Required

19




AQVESME (MITAPIVAT)

Products Affected e Aqvesme
PA Criteria Criteria Details
Indications All FDA-approved Indications.
Off-Label Uses | N/A
Exclusion N/A
Criteria
Required Initial: confirmation of a diagnosis of alpha or beta thalassemia via
Medical genetic testing. Renewal: documentation of clinical benefit, such as
Information improvement in anemia or reduction in iron overload.

Age Restrictions

18 years of age or older

Prescriber Prescribed by or in consultation with a hematologist

Restrictions

Coverage Initial: 6 months. Renewal: 12 months.

Duration

Other Criteria For transfusion-dependent beta thalassemia only: Failure of or
contraindication to Ryblozyl.

Prerequisite Criteria DOES NOT require use of a prerequisite Part D drug.

Therapy

Required

20




ARALAST (ALPHA1-PROTEINASE INHIBITOR)

Products Affected e Aralast Np INJ 1000MG
PA Criteria Criteria Details
Indications All FDA-approved Indications.
Off-Label Uses | N/A
Exclusion N/A
Criteria
Required Initial: 1) documented ZZ or Z/null AAT deficiency and 2) AAT serum
Medical level less than or equal to 11 micromoles/L or 50mg/dL and 3) moderate
Information emphysema and/or FEV1 less than 80% and 4) the provider has outlined

specific, measurable treatment goals such as slowing of FEV1 decline or
lack of disease progression. Renewal: documentation patient is meeting
treatment goals such as slowing FEV1 decline or lack of disease
progression.

Age Restrictions

N/A

Prescriber Prescribed by or in consultation with a pulmonologist.
Restrictions

Coverage Initial: 6 months. Renewal: 12 months.

Duration

Other Criteria N/A

Prerequisite Criteria DOES NOT require use of a prerequisite Part D drug.
Therapy

Required

21




ARCALYST (RILONACEPT)

Products Affected e Arcalyst
PA Criteria Criteria Details
Indications Pending CMS Review
Off-Label Uses Pending CMS Review
Exclusion Pending CMS Review
Criteria
Required Pending CMS Review
Medical
Information
Age Restrictions | Pending CMS Review
Prescriber Pending CMS Review
Restrictions
Coverage Pending CMS Review
Duration
Other Criteria Pending CMS Review
Prerequisite Pending CMS Review
Therapy
Required

22




AREXVY (RSV VACCINE)

Products Affected e Arexvy
PA Criteria Criteria Details
Indications Pending CMS Review
Off-Label Uses Pending CMS Review
Exclusion Pending CMS Review
Criteria
Required Pending CMS Review
Medical
Information
Age Restrictions | Pending CMS Review
Prescriber Pending CMS Review
Restrictions
Coverage Pending CMS Review
Duration
Other Criteria Pending CMS Review
Prerequisite Pending CMS Review
Therapy
Required

23




ARIKAYCE (AMIKACIN)

Products Affected e Arikayce
PA Criteria Criteria Details
Indications Pending CMS Review
Off-Label Uses Pending CMS Review
Exclusion Pending CMS Review
Criteria
Required Pending CMS Review
Medical
Information
Age Restrictions | Pending CMS Review
Prescriber Pending CMS Review
Restrictions
Coverage Pending CMS Review
Duration
Other Criteria Pending CMS Review
Prerequisite Pending CMS Review
Therapy
Required

24




ARISTADA (ARIPIPRAZOLE LAUROXIL IM)

Products Affected e Aristada
e Aristada Initio

PA Criteria Criteria Details

Indications All FDA-approved Indications.

Off-Label Uses N/A

Exclusion N/A

Criteria

Required The following criteria applies to members who newly start on the drug:
Medical documentation that the patient is currently taking oral aripiprazole and
Information prescriber wishes to switch to the injection to improve compliance.

Age Restrictions | N/A

Prescriber N/A
Restrictions

Coverage Lifetime
Duration

Other Criteria N/A

Prerequisite Criteria DOES require use of a prerequisite Part D drug.
Therapy
Required

25



ARMODAFINIL

Products Affected e Armodafinil
PA Criteria Criteria Details
Indications All FDA-approved Indications.
Off-Label Uses | N/A
Exclusion N/A
Criteria
Required Renewal: documentation of a reduction in daytime sleepiness or
Medical improvement in functioning.
Information
Age Restrictions | N/A
Prescriber N/A
Restrictions
Coverage Initial: 6 months. Renewal: lifetime.
Duration
Other Criteria N/A
Prerequisite Criteria DOES NOT require use of a prerequisite Part D drug.
Therapy
Required

26




ATTRUBY (ACORAMIDIS)

Products Affected e Attruby
PA Criteria Criteria Details
Indications All FDA-approved Indications.
Off-Label Uses | N/A
Exclusion N/A
Criteria
Required Medical record documentation confirming the diagnosis of either wild-
Medical type or hereditary transthyretin amyloid cardiomyopathy (ATTRwt-CM
Information or hATTR-CM).

Age Restrictions

N/A

Prescriber Prescribed by or in consultation with a cardiologist.
Restrictions

Coverage Lifetime

Duration

Other Criteria N/A

Prerequisite Criteria DOES NOT require use of a prerequisite Part D drug.
Therapy

Required

27




AUGTYRO (REPOTRECTINIB)

Products Affected e Augtyro
PA Criteria Criteria Details
Indications All Medically-accepted Indications.
Off-Label Uses | N/A
Exclusion N/A
Criteria
Required Medical record documentation of the diagnosis.
Medical
Information

Age Restrictions

N/A

Prescriber Prescribed by or in consultation with an oncologist.

Restrictions

Coverage Lifetime

Duration

Other Criteria Drug must be prescribed for a FDA approved indication. If prescribed for
non-cancer indication that is not FDA approved, the off-label use of the
drug must be for a medically accepted indication that is supported by
AHFS (American Hospital Formulary Service) Drug Information or
Micromedex DrugDex. If prescribed for a cancer indication that is not
FDA approved, the off-label use of the drug must be supported by NCCN
(National Comprehensive Cancer Network) guidelines, AHFS (American
Hospital Formulary Service) Drug Information, Micromedex DrugDex,
Clinical Pharmacology, Lexi-Drugs, or research found in peer reviewed
medical literature in accordance with Chapter 15 of the Medicare Benefit
Policy Manual.

Prerequisite Criteria DOES NOT require use of a prerequisite Part D drug.

Therapy

Required

28




AUSTEDO (DEUTETRABENAZINE)

Products Affected e Austedo
PA Criteria Criteria Details
Indications Pending CMS Review
Off-Label Uses Pending CMS Review
Exclusion Pending CMS Review
Criteria
Required Pending CMS Review
Medical
Information
Age Restrictions | Pending CMS Review
Prescriber Pending CMS Review
Restrictions
Coverage Pending CMS Review
Duration
Other Criteria Pending CMS Review
Prerequisite Pending CMS Review
Therapy
Required

29




AUVELITY (DEXTROMETHORPHAN-BUPROPION)

Products Affected e Auvelity TBCR 105MG; 45MG
PA Criteria Criteria Details
Indications Pending CMS Review
Off-Label Uses Pending CMS Review
Exclusion Pending CMS Review
Criteria
Required Pending CMS Review
Medical
Information
Age Restrictions | Pending CMS Review
Prescriber Pending CMS Review
Restrictions
Coverage Pending CMS Review
Duration
Other Criteria Pending CMS Review
Prerequisite Pending CMS Review
Therapy
Required

30




AVMAPKI (AVUTOMETINIB-DEFACTINIB)

Products Affected e Avmapki Fakzynja Co-pack
PA Criteria Criteria Details
Indications Pending CMS Review
Off-Label Uses Pending CMS Review
Exclusion Pending CMS Review
Criteria
Required Pending CMS Review
Medical
Information
Age Restrictions | Pending CMS Review
Prescriber Pending CMS Review
Restrictions
Coverage Pending CMS Review
Duration
Other Criteria Pending CMS Review
Prerequisite Pending CMS Review
Therapy
Required

31




AYVAKIT (AVAPRITINIB)

Products Affected e Ayvakit
PA Criteria Criteria Details
Indications All Medically-accepted Indications.
Off-Label Uses | N/A
Exclusion N/A
Criteria
Required Medical record documentation of the diagnosis.
Medical
Information

Age Restrictions

N/A

Prescriber Prescribed by or in consultation with an oncologist or gastroenterologist

Restrictions for gastrointestinal stromal tumor, or an allergist or immunologist for
systemic mast cell disease.

Coverage Lifetime

Duration

Other Criteria Drug must be prescribed for a FDA approved indication. If prescribed for
non-cancer indication that is not FDA approved, the off-label use of the
drug must be for a medically accepted indication that is supported by
AHFS (American Hospital Formulary Service) Drug Information or
Micromedex DrugDex. If prescribed for a cancer indication that is not
FDA approved, the off-label use of the drug must be supported by NCCN
(National Comprehensive Cancer Network) guidelines, AHFS (American
Hospital Formulary Service) Drug Information, Micromedex DrugDex,
Clinical Pharmacology, Lexi-Drugs, or research found in peer reviewed
medical literature in accordance with Chapter 15 of the Medicare Benefit
Policy Manual.

Prerequisite Criteria DOES NOT require use of a prerequisite Part D drug.

Therapy

Required

32




BALVERSA (ERDAFITINIB)

Products Affected e Balversa
PA Criteria Criteria Details
Indications All Medically-accepted Indications.
Off-Label Uses | N/A
Exclusion N/A
Criteria
Required Medical record documentation of the diagnosis.
Medical
Information

Age Restrictions

N/A

Prescriber Prescribed by or in consultation with an oncologist.

Restrictions

Coverage Lifetime

Duration

Other Criteria Drug must be prescribed for a FDA approved indication. If prescribed for
non-cancer indication that is not FDA approved, the off-label use of the
drug must be for a medically accepted indication that is supported by
AHFS (American Hospital Formulary Service) Drug Information or
Micromedex DrugDex. If prescribed for a cancer indication that is not
FDA approved, the off-label use of the drug must be supported by NCCN
(National Comprehensive Cancer Network) guidelines, AHFS (American
Hospital Formulary Service) Drug Information, Micromedex DrugDex,
Clinical Pharmacology, Lexi-Drugs, or research found in peer reviewed
medical literature in accordance with Chapter 15 of the Medicare Benefit
Policy Manual.

Prerequisite Criteria DOES NOT require use of a prerequisite Part D drug.

Therapy

Required

33




BENLYSTA (BELIMUMAB)

Products Affected e Benlysta INJ 200MG/ML
PA Criteria Criteria Details
Indications Pending CMS Review
Off-Label Uses Pending CMS Review
Exclusion Pending CMS Review
Criteria
Required Pending CMS Review
Medical
Information
Age Restrictions | Pending CMS Review
Prescriber Pending CMS Review
Restrictions
Coverage Pending CMS Review
Duration
Other Criteria Pending CMS Review
Prerequisite Pending CMS Review
Therapy
Required

34




BENZNIDAZOLE

Products Affected e Benznidazole
PA Criteria Criteria Details
Indications All FDA-approved Indications.
Off-Label Uses | N/A
Exclusion N/A
Criteria
Required Diagnosis of Chagas disease caused by T. cruzi confirmed by detection of
Medical T. cruzi trypomastigotes on microscopy, detection of T. cruzi DNA by
Information PCR assay, or 2 positive diagnostic serologic tests using two different

techniques and antigens showing IgG antibodies to T. cruzi.

Age Restrictions

Between 2 years and 12 years of age

Prescriber Prescribed by or in consultation with an infectious disease specialist or
Restrictions cardiologist.

Coverage 60 days

Duration

Other Criteria N/A

Prerequisite Criteria DOES NOT require use of a prerequisite Part D drug.
Therapy

Required

35




BESREMI (ROPEGINTERFERON ALFA-2B-NJFT)

Products Affected o

Besremi
e Besremi Pen

PA Criteria Criteria Details

Indications All Medically-accepted Indications.

Off-Label Uses | N/A

Exclusion N/A

Criteria

Required Medical record documentation of the diagnosis.
Medical

Information

Age Restrictions

N/A

Prescriber Prescribed by or in consultation with an oncologist or hematologist.

Restrictions

Coverage Lifetime

Duration

Other Criteria Drug must be prescribed for a FDA approved indication. If prescribed for
non-cancer indication that is not FDA approved, the off-label use of the
drug must be for a medically accepted indication that is supported by
AHFS (American Hospital Formulary Service) Drug Information or
Micromedex DrugDex. If prescribed for a cancer indication that is not
FDA approved, the off-label use of the drug must be supported by NCCN
(National Comprehensive Cancer Network) guidelines, AHFS (American
Hospital Formulary Service) Drug Information, Micromedex DrugDex,
Clinical Pharmacology, Lexi-Drugs, or research found in peer reviewed
medical literature in accordance with Chapter 15 of the Medicare Benefit
Policy Manual.

Prerequisite Criteria DOES NOT require use of a prerequisite Part D drug.

Therapy

Required

36




BETAINE POWDER

Products Affected e Betaine Anhydrous
PA Criteria Criteria Details
Indications Pending CMS Review
Off-Label Uses Pending CMS Review
Exclusion Pending CMS Review
Criteria
Required Pending CMS Review
Medical
Information
Age Restrictions | Pending CMS Review
Prescriber Pending CMS Review
Restrictions
Coverage Pending CMS Review
Duration
Other Criteria Pending CMS Review
Prerequisite Pending CMS Review
Therapy
Required

37




BEXAROTENE

Products Affected e Bexarotene
PA Criteria Criteria Details
Indications All Medically-accepted Indications.
Off-Label Uses | N/A
Exclusion N/A
Criteria
Required Medical record documentation of the diagnosis.
Medical
Information

Age Restrictions

N/A

Prescriber Prescribed by or in consultation with an oncologist, dermatologist, or

Restrictions infectious disease specialist.

Coverage Lifetime

Duration

Other Criteria Drug must be prescribed for a FDA approved indication. If prescribed for
non-cancer indication that is not FDA approved, the off-label use of the
drug must be for a medically accepted indication that is supported by
AHFS (American Hospital Formulary Service) Drug Information or
Micromedex DrugDex. If prescribed for a cancer indication that is not
FDA approved, the off-label use of the drug must be supported by NCCN
(National Comprehensive Cancer Network) guidelines, AHFS (American
Hospital Formulary Service) Drug Information, Micromedex DrugDex,
Clinical Pharmacology, Lexi-Drugs, or research found in peer reviewed
medical literature in accordance with Chapter 15 of the Medicare Benefit
Policy Manual.

Prerequisite Criteria DOES NOT require use of a prerequisite Part D drug.

Therapy

Required

38




BEXSERO (MENINGOCOCCAL B VACCINE)

Products Affected e Bexsero INJ 0.5ML
PA Criteria Criteria Details
Indications All FDA-approved Indications.
Off-Label Uses N/A
Exclusion N/A
Criteria
Required N/A
Medical
Information

Age Restrictions

Between 10 years and 25 years of age

Prescriber N/A

Restrictions

Coverage 6 months

Duration

Other Criteria N/A

Prerequisite Criteria DOES NOT require use of a prerequisite Part D drug.
Therapy

Required

39




BOSENTAN

Products Affected e Bosentan
PA Criteria Criteria Details
Indications Pending CMS Review
Off-Label Uses Pending CMS Review
Exclusion Pending CMS Review
Criteria
Required Pending CMS Review
Medical
Information
Age Restrictions | Pending CMS Review
Prescriber Pending CMS Review
Restrictions
Coverage Pending CMS Review
Duration
Other Criteria Pending CMS Review
Prerequisite Pending CMS Review
Therapy
Required

40




BOSULIF (BOSUTINIB)

Products Affected e Bosulif CAPS
e Bosulif TABS 100MG, 500MG
PA Criteria Criteria Details
Indications Pending CMS Review
Off-Label Uses Pending CMS Review
Exclusion Pending CMS Review
Criteria
Required Pending CMS Review
Medical
Information
Age Restrictions | Pending CMS Review
Prescriber Pending CMS Review
Restrictions
Coverage Pending CMS Review
Duration
Other Criteria Pending CMS Review
Prerequisite Pending CMS Review
Therapy
Required
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BOSUTINIB

Products Affected e Bosutinib TABS 400MG
PA Criteria Criteria Details
Indications Pending CMS Review
Off-Label Uses Pending CMS Review
Exclusion Pending CMS Review
Criteria
Required Pending CMS Review
Medical
Information
Age Restrictions | Pending CMS Review
Prescriber Pending CMS Review
Restrictions
Coverage Pending CMS Review
Duration
Other Criteria Pending CMS Review
Prerequisite Pending CMS Review
Therapy
Required

42




BRAFTOVI (ENCORAFENIB)

Products Affected e Braftovi CAPS 75MG
PA Criteria Criteria Details
Indications All Medically-accepted Indications.
Off-Label Uses N/A
Exclusion N/A
Criteria
Required Medical record documentation of the diagnosis.
Medical
Information

Age Restrictions

N/A

Prescriber Prescribed by or in consultation with an oncologist.

Restrictions

Coverage Lifetime

Duration

Other Criteria Drug must be prescribed for a FDA approved indication. If prescribed for
non-cancer indication that is not FDA approved, the off-label use of the
drug must be for a medically accepted indication that is supported by
AHFS (American Hospital Formulary Service) Drug Information or
Micromedex DrugDex. If prescribed for a cancer indication that is not
FDA approved, the off-label use of the drug must be supported by NCCN
(National Comprehensive Cancer Network) guidelines, AHFS (American
Hospital Formulary Service) Drug Information, Micromedex DrugDex,
Clinical Pharmacology, Lexi-Drugs, or research found in peer reviewed
medical literature in accordance with Chapter 15 of the Medicare Benefit
Policy Manual.

Prerequisite Criteria DOES NOT require use of a prerequisite Part D drug.

Therapy

Required
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BRINSUPRI (BRENSOCATIB)

Products Affected e Brinsupri
PA Criteria Criteria Details
Indications All FDA-approved Indications.
Off-Label Uses | N/A
Exclusion N/A
Criteria
Required Initial: confirmation of a diagnosis of non-cystic fibrosis bronchiectasis
Medical (NCFB) confirmed by CT scan. Renewal: medical record documentation
Information of clinical benefit, such as reduction in exacerbations, fatigue, malaise or

breathlessness, or improved exercise tolerance.

Age Restrictions

12 years of age or older

Prescriber Prescribed by or in consultation with a pulmonologist.
Restrictions

Coverage Initial: 6 months. Renewal: 12 months.

Duration

Other Criteria N/A

Prerequisite Criteria DOES NOT require use of a prerequisite Part D drug.
Therapy

Required
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BRIVARACETAM

Products Affected e Brivaracetam SOLN
e Brivaracetam TABS
PA Criteria Criteria Details
Indications Pending CMS Review
Off-Label Uses Pending CMS Review
Exclusion Pending CMS Review
Criteria
Required Pending CMS Review
Medical
Information
Age Restrictions | Pending CMS Review
Prescriber Pending CMS Review
Restrictions
Coverage Pending CMS Review
Duration
Other Criteria Pending CMS Review
Prerequisite Pending CMS Review
Therapy
Required
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BRUKINSA (ZANUBRUTINIB)

Products Affected e Brukinsa TABS
PA Criteria Criteria Details
Indications All Medically-accepted Indications.
Off-Label Uses | N/A
Exclusion N/A
Criteria
Required Medical record documentation of the diagnosis.
Medical
Information

Age Restrictions

N/A

Prescriber Prescribed by or in consultation with an oncologist or hematologist.

Restrictions

Coverage Lifetime

Duration

Other Criteria Drug must be prescribed for a FDA approved indication. If prescribed for
non-cancer indication that is not FDA approved, the off-label use of the
drug must be for a medically accepted indication that is supported by
AHFS (American Hospital Formulary Service) Drug Information or
Micromedex DrugDex. If prescribed for a cancer indication that is not
FDA approved, the off-label use of the drug must be supported by NCCN
(National Comprehensive Cancer Network) guidelines, AHFS (American
Hospital Formulary Service) Drug Information, Micromedex DrugDex,
Clinical Pharmacology, Lexi-Drugs, or research found in peer reviewed
medical literature in accordance with Chapter 15 of the Medicare Benefit
Policy Manual.

Prerequisite Criteria DOES NOT require use of a prerequisite Part D drug.

Therapy

Required
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BUPRENORPHINE PATCH

Products Affected e Buprenorphine PTWK
PA Criteria Criteria Details
Indications All FDA-approved Indications.
Off-Label Uses | N/A
Exclusion N/A
Criteria
Required N/A
Medical
Information
Age Restrictions | N/A
Prescriber N/A
Restrictions
Coverage Lifetime
Duration
Other Criteria Failure of morphine sulfate ER.
Prerequisite Criteria DOES require use of a prerequisite Part D drug.
Therapy
Required
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CABLIVI (CAPLACIZUMAB-YHDP)

Products Affected e Cablivi
PA Criteria Criteria Details
Indications All FDA-approved Indications.
Off-Label Uses | N/A
Exclusion N/A
Criteria
Required Initial: 1) Medical record support of a diagnosis of acquired thrombotic
Medical thrombocytopenic purpura (aTTP). 2) Documentation that Cablivi will be
Information used in combination with plasma exchange. Renewal: Documented signs

of persistent underlying disease such as suppressed ADAMTS13 activity
levels remain present.

Age Restrictions

N/A

Prescriber Prescribed by or in consultation with a hematologist.

Restrictions

Coverage Initial: 90 days. Renewal-receiving plasma exchange: 90 days. Renewal-
Duration post plasma exchange: 58 days.

Other Criteria N/A

Prerequisite Criteria DOES NOT require use of a prerequisite Part D drug.

Therapy

Required
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CABOZANTINIB

Products Affected o

Cabometyx
e Cometriq

PA Criteria Criteria Details

Indications All Medically-accepted Indications.

Off-Label Uses | N/A

Exclusion N/A

Criteria

Required Medical record documentation of the diagnosis.
Medical

Information

Age Restrictions

N/A

Prescriber Prescribed by or in consultation with an oncologist.

Restrictions

Coverage Lifetime

Duration

Other Criteria Drug must be prescribed for a FDA approved indication. If prescribed for
non-cancer indication that is not FDA approved, the off-label use of the
drug must be for a medically accepted indication that is supported by
AHFS (American Hospital Formulary Service) Drug Information or
Micromedex DrugDex. If prescribed for a cancer indication that is not
FDA approved, the off-label use of the drug must be supported by NCCN
(National Comprehensive Cancer Network) guidelines, AHFS (American
Hospital Formulary Service) Drug Information, Micromedex DrugDex,
Clinical Pharmacology, Lexi-Drugs, or research found in peer reviewed
medical literature in accordance with Chapter 15 of the Medicare Benefit
Policy Manual.

Prerequisite Criteria DOES NOT require use of a prerequisite Part D drug.

Therapy

Required
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CALQUENCE (ACALABRUTINIB)

Products Affected e Calquence TABS
PA Criteria Criteria Details
Indications All Medically-accepted Indications.
Off-Label Uses | N/A
Exclusion N/A
Criteria
Required Medical record documentation of the diagnosis.
Medical
Information

Age Restrictions

N/A

Prescriber Prescribed by or in consultation with an oncologist or hematologist.

Restrictions

Coverage Lifetime

Duration

Other Criteria Drug must be prescribed for a FDA approved indication. If prescribed for
non-cancer indication that is not FDA approved, the off-label use of the
drug must be for a medically accepted indication that is supported by
AHFS (American Hospital Formulary Service) Drug Information or
Micromedex DrugDex. If prescribed for a cancer indication that is not
FDA approved, the off-label use of the drug must be supported by NCCN
(National Comprehensive Cancer Network) guidelines, AHFS (American
Hospital Formulary Service) Drug Information, Micromedex DrugDex,
Clinical Pharmacology, Lexi-Drugs, or research found in peer reviewed
medical literature in accordance with Chapter 15 of the Medicare Benefit
Policy Manual.

Prerequisite Criteria DOES NOT require use of a prerequisite Part D drug.

Therapy

Required
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CAMZYOS (MAVACAMTEN)

Products Affected e Camzyos
PA Criteria Criteria Details
Indications Pending CMS Review
Off-Label Uses Pending CMS Review
Exclusion Pending CMS Review
Criteria
Required Pending CMS Review
Medical
Information
Age Restrictions | Pending CMS Review
Prescriber Pending CMS Review
Restrictions
Coverage Pending CMS Review
Duration
Other Criteria Pending CMS Review
Prerequisite Pending CMS Review
Therapy
Required
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CAPLYTA (LUMATEPERONE)

Products Affected e Caplyta

PA Criteria Criteria Details

Indications All FDA-approved Indications.

Off-Label Uses N/A

Exclusion N/A
Criteria

Required N/A
Medical

Information

Age Restrictions | N/A

Prescriber N/A

Restrictions

Coverage Lifetime

Duration

Other Criteria The following criteria applies to members who newly start on the drug: 1)

For treatment of schizophrenia: failure of two of the following:
lurasidone, Rexulti, Vraylar, Fanapt (requires step therapy for new starts).
2) For treatment of depressive episodes associated with bipolar I or II
disorder (bipolar depression): failure of two of the following: lithium,
divalproex sodium, lurasidone, quetiapine or olanzapine. 3) For
adjunctive therapy with antidepressants for the treatment of major
depressive disorder: failure of aripiprazole or quetiapine.

Prerequisite Criteria DOES require use of a prerequisite Part D drug.
Therapy
Required
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CAPRELSA (VANDETANIB)

Products Affected e Caprelsa
PA Criteria Criteria Details
Indications All Medically-accepted Indications.
Off-Label Uses | N/A
Exclusion N/A
Criteria
Required Medical record documentation of the diagnosis.
Medical
Information

Age Restrictions

N/A

Prescriber Prescribed by or in consultation with an oncologist.

Restrictions

Coverage Lifetime

Duration

Other Criteria Drug must be prescribed for a FDA approved indication. If prescribed for
non-cancer indication that is not FDA approved, the off-label use of the
drug must be for a medically accepted indication that is supported by
AHFS (American Hospital Formulary Service) Drug Information or
Micromedex DrugDex. If prescribed for a cancer indication that is not
FDA approved, the off-label use of the drug must be supported by NCCN
(National Comprehensive Cancer Network) guidelines, AHFS (American
Hospital Formulary Service) Drug Information, Micromedex DrugDex,
Clinical Pharmacology, Lexi-Drugs, or research found in peer reviewed
medical literature in accordance with Chapter 15 of the Medicare Benefit
Policy Manual.

Prerequisite Criteria DOES NOT require use of a prerequisite Part D drug.

Therapy

Required
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CARBAGLU (CARGLUMIC ACID)

Products Affected e Carglumic Acid
PA Criteria Criteria Details
Indications Pending CMS Review
Off-Label Uses Pending CMS Review
Exclusion Pending CMS Review
Criteria
Required Pending CMS Review
Medical
Information
Age Restrictions | Pending CMS Review
Prescriber Pending CMS Review
Restrictions
Coverage Pending CMS Review
Duration
Other Criteria Pending CMS Review
Prerequisite Pending CMS Review
Therapy
Required

54




CARDAMYST (ETRIPAMIL)

Products Affected e Cardamyst

PA Criteria Criteria Details

Indications All FDA-approved Indications.

Off-Label Uses | N/A

Exclusion 1) NYHA Class II-IV heart failure. 2) Wolff-Parkinson-White syndrome,

Criteria Lown-Ganon-Levine syndrome, or sick sinus syndrome without a
permanent pacemaker. 3) second degree atrioventricular (AV) Mobitz 2
block or higher degree AV block.

Required Initial: Confirmation of a diagnosis of paroxysmal supraventricular

Medical tachycardia (PSVT) and documentation of a history of symptomatic

Information episodes of PSVT. Renewal: Medical record documentation of reduction

in symptoms or cessation of PSVT episode after taking the drug.

Age Restrictions

18 years of age or older

Prescriber Prescribed by or in consultation with a cardiologist or electrophysiologist.
Restrictions

Coverage Initial: 12 months. Renewal: Lifetime.

Duration

Other Criteria N/A

Prerequisite Criteria DOES NOT require use of a prerequisite Part D drug.

Therapy

Required
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CAYSTON (AZTREONAM LYSINE)

Products Affected e Cayston
PA Criteria Criteria Details
Indications All FDA-approved Indications.
Off-Label Uses | N/A
Exclusion N/A
Criteria
Required Medical record documentation of 1) FEV1 between 25% and 90%
Medical predicted and 2) Pseudomonas aeruginosa infection.
Information

Age Restrictions

7 years of age or older

Prescriber Prescribed by or in consultation with a pulmonologist or infectious
Restrictions disease specialist.

Coverage 12 months

Duration

Other Criteria Documentation of failure of or resistance to tobramycin (TOBI).
Prerequisite Criteria DOES require use of a prerequisite Part D drug.

Therapy

Required
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CERDELGA (ELIGLUSTAT)

Products Affected e Cerdelga
PA Criteria Criteria Details
Indications Pending CMS Review
Off-Label Uses Pending CMS Review
Exclusion Pending CMS Review
Criteria
Required Pending CMS Review
Medical
Information
Age Restrictions | Pending CMS Review
Prescriber Pending CMS Review
Restrictions
Coverage Pending CMS Review
Duration
Other Criteria Pending CMS Review
Prerequisite Pending CMS Review
Therapy
Required
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CHOLBAM (CHOLIC ACID)

Products Affected e Cholbam
PA Criteria Criteria Details
Indications All FDA-approved Indications.
Off-Label Uses | N/A
Exclusion N/A
Criteria
Required 1) Bile acid synthesis defect, initial: medical record documentation of a
Medical bile acid synthesis disorder. First renewal after 4 months of initiating
Information treatment: medical record documentation of liver function improvement

and lack of complete biliary obstruction. Ongoing renewal criteria: lack of
complete biliary obstruction. 2) Peroxisomal disorders, initial: Medical
record documentation that Cholbam will be used adjunctively, and that
there are liver disease manifestations, steatorrhea, or complications due to
decreased absorption of fat soluble vitamins. First renewal after 4 months
of initiating treatment: medical record documentation of liver function
improvement and lack of complete biliary obstruction. Ongoing renewal
criteria: lack of complete biliary obstruction.

Age Restrictions

N/A

Prescriber Prescribed by or in consultation with a hepatologist or gastroenterologist.
Restrictions

Coverage Initial: 4 months. Renewal: 12 months.

Duration

Other Criteria N/A

Prerequisite Criteria DOES NOT require use of a prerequisite Part D drug.

Therapy

Required
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CIMZIA (CERTOLIZUMAB PEGOL)

Products Affected o Cimzia

e Cimazia (1 Syringe)
e Cimzia (2 Syringe)
e (Cimzia Starter Kit

PA Criteria Criteria Details

Indications Pending CMS Review

Off-Label Uses Pending CMS Review

Exclusion Pending CMS Review

Criteria

Required Pending CMS Review

Medical

Information

Age Restrictions | Pending CMS Review

Prescriber Pending CMS Review

Restrictions

Coverage Pending CMS Review

Duration

Other Criteria Pending CMS Review

Prerequisite Pending CMS Review

Therapy

Required
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CITALOPRAM 40MG

Products Affected e Citalopram Hydrobromide TABS
40MG
PA Criteria Criteria Details
Indications All FDA-approved Indications.
Off-Label Uses | N/A
Exclusion Not covered for members age 60 years or older who newly start on
Criteria citalopram and using more than 20mg of citalopram per day.
Required N/A
Medical
Information

Age Restrictions

Prior Authorization applies to members who newly start on citalopram
and are 60 years of age or older.

Prescriber N/A

Restrictions

Coverage Lifetime

Duration

Other Criteria N/A

Prerequisite Criteria DOES NOT require use of a prerequisite Part D drug.
Therapy

Required
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CLOBAZAM

Products Affected e Clobazam SUSP 2.5MG/ML
PA Criteria Criteria Details
Indications All Medically-accepted Indications.
Off-Label Uses N/A
Exclusion N/A
Criteria
Required N/A
Medical
Information

Age Restrictions

2 years of age or older

Prescriber N/A

Restrictions

Coverage Lifetime

Duration

Other Criteria The following criteria applies to members who newly start on the drug:
documentation of an inability to swallow solid dosage forms.

Prerequisite Criteria DOES NOT require use of a prerequisite Part D drug.

Therapy

Required
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COBENFY (XANOMELINE-TROSPIUM)

Products Affected e Cobenfy
e Cobenfy Starter Pack

PA Criteria Criteria Details

Indications All FDA-approved Indications.

Off-Label Uses N/A

Exclusion N/A

Criteria

Required Medical record documentation of a diagnosis of schizophrenia.
Medical

Information

Age Restrictions | 18 years of age or older

Prescriber N/A

Restrictions

Coverage Lifetime

Duration

Other Criteria The following criteria applies to members who newly start on the drug.

Failure of two of the following: lurasidone, aripiprazole, risperidone,
olanzapine, quetiapine, ziprasidone.

Prerequisite Criteria DOES require use of a prerequisite Part D drug.
Therapy
Required
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COPIKTRA (DUVELISIB)

Products Affected e Copiktra
PA Criteria Criteria Details
Indications All Medically-accepted Indications.
Off-Label Uses | N/A
Exclusion N/A
Criteria
Required Medical record documentation of the diagnosis.
Medical
Information

Age Restrictions

N/A

Prescriber Prescribed by or in consultation with an oncologist or hematologist.

Restrictions

Coverage Lifetime

Duration

Other Criteria Drug must be prescribed for a FDA approved indication. If prescribed for
non-cancer indication that is not FDA approved, the off-label use of the
drug must be for a medically accepted indication that is supported by
AHFS (American Hospital Formulary Service) Drug Information or
Micromedex DrugDex. If prescribed for a cancer indication that is not
FDA approved, the off-label use of the drug must be supported by NCCN
(National Comprehensive Cancer Network) guidelines, AHFS (American
Hospital Formulary Service) Drug Information, Micromedex DrugDex,
Clinical Pharmacology, Lexi-Drugs, or research found in peer reviewed
medical literature in accordance with Chapter 15 of the Medicare Benefit
Policy Manual.

Prerequisite Criteria DOES NOT require use of a prerequisite Part D drug.

Therapy

Required
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CORLANOR (IVABRADINE)

Products Affected e Ivabradine Hydrochloride
PA Criteria Criteria Details
Indications All FDA-approved Indications.
Off-Label Uses | N/A
Exclusion N/A
Criteria
Required 1) Adults with chronic heart failure: medical record documentation of the
Medical following: 1) Ejection fraction of 35% or less and 2) In sinus rhythm with
Information a resting heart rate of at least 70 beats per minute.

Age Restrictions

Stable symptomatic heart failure due to dilated cardiomyopathy (DCM):
between 6 months and 19 years of age

Prescriber N/A

Restrictions

Coverage Lifetime

Duration

Other Criteria 1) Receiving maximally tolerated doses of a beta blocker or there is a
medical reason why a beta blocker cannot be used and 2) failure of a) an
angiotensin receptor enzyme inhibitor or angiotensin receptor blocker or
b) a mineralcorticoid receptor antagonist.

Prerequisite Criteria DOES require use of a prerequisite Part D drug.

Therapy

Required
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CORTROPHIN (CORTICOTROPIN)

Products Affected o

Cortrophin

65



PA Criteria

Criteria Details

Indications All Medically-accepted Indications.

Off-Label Uses | N/A

Exclusion Use of corticotropin intravenously. Corticotropin should not be used in

Criteria patients with scleroderma, osteoporosis, systemic fungal infections, ocular
herpex simplex, recent surgery, history of or active peptic ulcer disease,
congestive heart failure, uncontrolled hypertension, or sensitivity to
proteins of porcine origin. Corticotropin is contraindicated in patients
under the age of 2 with suspected congenital infections and for patients
who also have adrenocortical insufficiency or adrenocortical
hyperfunction.

Required Medical record documentation of one of the following conditions: 1)

Medical Infantile spasms, 2) Acute exacerbation of multiple sclerosis, 3)

Information Exacerbation of rheumatic disorders including psoriatic arthritis,

rheumatoid arthritis, juvenile rheumatoid arthritis, ankylosing spondylitis,
or acute gouty arthritis, 4) Exacerbation of or maintenance for collagen
diseases including systemic lupus erythematosus, systemic
dermatomyositis, 5) Dermatologic diseases including severe erythema
multiforme, Stevens-Johnson Syndrome, or severe psoriasis 6) Allergic
states such as serum sickness or atopic dermatitis, 7) Ophthalmic diseases
including keratitis, iritis, iridocyclitis, diffuse posterior uveitis and
choroiditis, optic neuritis, chorioretinitis, anterior segment inflammation,
or allergic conjunctivitis, 7) Respiratory diseases such as symptomatic
sarcoidosis or 8) Edematous condition from nephrotic syndrome or lupus
erythematosus.

Age Restrictions

For infantile spasms: age less than 2 years.

Prescriber N/A

Restrictions

Coverage Infantile spasms: until two years of age. All others: 1 month.

Duration

Other Criteria For steroid responsive conditions, conditions number 2 to 7 listed in the
Required Medical Information section: medical record documentation of
failure of corticosteroid therapy in the last 30 days or reason why
corticosteroids cannot be used.

Prerequisite Criteria DOES require use of a prerequisite Part D drug.

Therapy

Required
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COSENTYX (SECUKINUMAB)

Products Affected Cosentyx INJ 150MG/ML,

75MG/0.5ML
Cosentyx Sensoready Pen
Cosentyx Unoready

PA Criteria Criteria Details

Indications Pending CMS Review

Off-Label Uses Pending CMS Review

Exclusion Pending CMS Review

Criteria

Required Pending CMS Review

Medical

Information

Age Restrictions | Pending CMS Review

Prescriber Pending CMS Review

Restrictions

Coverage Pending CMS Review

Duration

Other Criteria Pending CMS Review

Prerequisite Pending CMS Review

Therapy

Required
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COTELLIC (COBIMETINIB)

Products Affected o Cotellic
PA Criteria Criteria Details
Indications All Medically-accepted Indications.
Off-Label Uses | N/A
Exclusion N/A
Criteria
Required Medical record documentation of the diagnosis.
Medical
Information

Age Restrictions

N/A

Prescriber Prescribed by or in consultation with an oncologist.

Restrictions

Coverage Lifetime

Duration

Other Criteria Drug must be prescribed for a FDA approved indication. If prescribed for
non-cancer indication that is not FDA approved, the off-label use of the
drug must be for a medically accepted indication that is supported by
AHFS (American Hospital Formulary Service) Drug Information or
Micromedex DrugDex. If prescribed for a cancer indication that is not
FDA approved, the off-label use of the drug must be supported by NCCN
(National Comprehensive Cancer Network) guidelines, AHFS (American
Hospital Formulary Service) Drug Information, Micromedex DrugDex,
Clinical Pharmacology, Lexi-Drugs, or research found in peer reviewed
medical literature in accordance with Chapter 15 of the Medicare Benefit
Policy Manual.

Prerequisite Criteria DOES NOT require use of a prerequisite Part D drug.

Therapy

Required

68




CRENESSITY (CRINECERFONT)

Products Affected o

Crenessity CAPS 100MG, 5S0MG
e Crenessity SOLN

PA Criteria Criteria Details

Indications All FDA-approved Indications.

Off-Label Uses | N/A

Exclusion N/A

Criteria

Required Initial: 1) Medical record and lab result confirmation of a diagnosis of
Medical classic congenital adrenal hyperplasia caused by 21-hydroxylase
Information deficiency. 2) Documentation that Crenessity will be used in combination

with supraphysiologic glucocorticoid replacement. Renewal:
Documentation of a reduction in daily glucocorticoid replacement dose.

Age Restrictions

N/A

Prescriber Prescribed by or in consultation with an endocrinologist.

Restrictions

Coverage Initial: 6 months. Renewal: 12 months.

Duration

Other Criteria For oral solution only: documentation of an inability to swallow solid oral
dosage forms.

Prerequisite Criteria DOES NOT require use of a prerequisite Part D drug.

Therapy

Required
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CRESEMBA (ISAVUCONAZONIUM)

Products Affected e Cresemba CAPS
PA Criteria Criteria Details
Indications All FDA-approved Indications.
Off-Label Uses N/A
Exclusion N/A
Criteria
Required N/A
Medical
Information
Age Restrictions | N/A

Prescriber Prescribed by or in consultation with an infectious disease specialist.

Restrictions

Coverage 3 months

Duration

Other Criteria For the treatment of invasive aspergillosis (not required for invasive
mucormycosis): failure of voriconazole.

Prerequisite Criteria DOES require use of a prerequisite Part D drug.

Therapy

Required
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CRISABOROLE

Products Affected e Eucrisa
PA Criteria Criteria Details
Indications All FDA-approved Indications.
Off-Label Uses | N/A
Exclusion N/A
Criteria
Required Initial: documentation of mild to moderate atopic dermatitis. Renewal:
Medical documentation of a positive treatment response such as a reduction in
Information body surface area involvement, improvement in itching, improvement in

functional ability, reduction in the Investigator Global Assessment or
Eczema Area and Severity Index from baseline.

Age Restrictions

N/A

Prescriber Prescribed by or in consultation with an allergist or dermatologist.

Restrictions

Coverage Initial: 6 months. Renewal: 12 months.

Duration

Other Criteria For the treatment of atopic dermatitis if two years and older, initial:
failure of 1) tacrolimus ointment or pimecrolimus ointment (requires prior
authorization) and 2) if older than 12 years of age: a high potency steroid
such as clobetasol.

Prerequisite Criteria DOES require use of a prerequisite Part D drug.

Therapy

Required

71




CTEXLI (CHENODIOL)

Products Affected o Ctexli
PA Criteria Criteria Details
Indications All FDA-approved Indications.
Off-Label Uses | N/A
Exclusion N/A
Criteria
Required Initial: medical record documentation of a diagnosis of cerebrotendinous
Medical xanthomatosis (CTX) confirmed via either a) serum cholestanol and/or
Information urine bile alcohol levels or b) genetic testing. Renewal: medical record

documentation of improvements in the symptoms of CTX (such as
reduction in diarrhea, decrease in spasticity or hyperreflexia,
improvement in ataxia or dysarthria) or reduction in serum cholestanol
levels or bile alcohol levels.

Age Restrictions

N/A

Prescriber Prescribed by, or in consultation with an endocrinologist, geneticist,
Restrictions metabolic specialist, or neurologist.

Coverage Initial: 6 months. Renewal: 12 months.

Duration

Other Criteria N/A

Prerequisite Criteria DOES NOT require use of a prerequisite Part D drug.
Therapy

Required
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CUVRIOR (TRIENTINE TETRAHYDROCHLORIDE)

Products Affected e Cuvrior
PA Criteria Criteria Details
Indications All FDA-approved Indications.
Off-Label Uses | N/A
Exclusion N/A
Criteria
Required Initial: 1) Medical record documentation of stable Wilson’s disease who
Medical are de-coppered and tolerant to penicillamine. 2) Renewal: medical record
Information documentation of clinical benefit from treatment with Cuvrior.

Age Restrictions

18 years of age or older

Prescriber N/A

Restrictions

Coverage Initial: 6 months. Renewal: 12 months.

Duration

Other Criteria Initial: Failure of or contraindication to penicillamine.
Prerequisite Criteria DOES require use of a prerequisite Part D drug.
Therapy

Required
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CYSTEAMINE

Products Affected o

Cystadrops
e C(ystaran

PA Criteria Criteria Details

Indications All FDA-approved Indications.

Off-Label Uses | N/A

Exclusion N/A

Criteria

Required Initial criteria: Medical record documentation of corneal cysteine crystal
Medical deposits. Renewal criteria: medical record documentation of a reduction
Information in corneal crystal deposits.

Age Restrictions

N/A

Prescriber Prescribed by or in consultation with a geneticist, metabolic disorder
Restrictions specialist, or ophthalmologist.

Coverage Initial: 6 months. Renewal: 12 months.

Duration

Other Criteria N/A

Prerequisite Criteria DOES NOT require use of a prerequisite Part D drug.
Therapy

Required
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DALFAMPRIDINE

Products Affected e Dalfampridine Er
PA Criteria Criteria Details
Indications Pending CMS Review
Off-Label Uses Pending CMS Review
Exclusion Pending CMS Review
Criteria
Required Pending CMS Review
Medical
Information
Age Restrictions | Pending CMS Review
Prescriber Pending CMS Review
Restrictions
Coverage Pending CMS Review
Duration
Other Criteria Pending CMS Review
Prerequisite Pending CMS Review
Therapy
Required
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DASATINIB

Products Affected e Dasatinib
PA Criteria Criteria Details
Indications All Medically-accepted Indications.
Off-Label Uses N/A
Exclusion N/A
Criteria
Required N/A
Medical
Information
Age Restrictions | N/A

Prescriber Prescribed by or in consultation with an oncologist or hematologist.

Restrictions

Coverage Lifetime

Duration

Other Criteria Drug must be prescribed for a FDA approved indication. If prescribed for
non-cancer indication that is not FDA approved, the off-label use of the
drug must be for a medically accepted indication that is supported by
AHFS (American Hospital Formulary Service) Drug Information or
Micromedex DrugDex. If prescribed for a cancer indication that is not
FDA approved, the off-label use of the drug must be supported by NCCN
(National Comprehensive Cancer Network) guidelines, AHFS (American
Hospital Formulary Service) Drug Information, Micromedex DrugDex,
Clinical Pharmacology, Lexi-Drugs, or research found in peer reviewed
medical literature in accordance with Chapter 15 of the Medicare Benefit
Policy Manual.

Prerequisite Criteria DOES NOT require use of a prerequisite Part D drug.

Therapy

Required
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DAURISMO (GLASDEGIB)

Products Affected e Daurismo
PA Criteria Criteria Details
Indications All Medically-accepted Indications.
Off-Label Uses | N/A
Exclusion N/A
Criteria
Required Medical record documentation of the diagnosis.
Medical
Information

Age Restrictions

N/A

Prescriber Prescribed by or in consultation with an oncologist or hematologist.

Restrictions

Coverage Lifetime

Duration

Other Criteria Drug must be prescribed for a FDA approved indication. If prescribed for
non-cancer indication that is not FDA approved, the off-label use of the
drug must be for a medically accepted indication that is supported by
AHFS (American Hospital Formulary Service) Drug Information or
Micromedex DrugDex. If prescribed for a cancer indication that is not
FDA approved, the off-label use of the drug must be supported by NCCN
(National Comprehensive Cancer Network) guidelines, AHFS (American
Hospital Formulary Service) Drug Information, Micromedex DrugDex,
Clinical Pharmacology, Lexi-Drugs, or research found in peer reviewed
medical literature in accordance with Chapter 15 of the Medicare Benefit
Policy Manual.

Prerequisite Criteria DOES NOT require use of a prerequisite Part D drug.

Therapy

Required
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DAWNZERA (DONIDALORSEN)

Products Affected e Dawnzera
PA Criteria Criteria Details
Indications Pending CMS Review
Off-Label Uses Pending CMS Review
Exclusion Pending CMS Review
Criteria
Required Pending CMS Review
Medical
Information
Age Restrictions | Pending CMS Review
Prescriber Pending CMS Review
Restrictions
Coverage Pending CMS Review
Duration
Other Criteria Pending CMS Review
Prerequisite Pending CMS Review
Therapy
Required
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DAYBUE (TROFINETIDE)

Products Affected e Daybue
e Daybue Stix
PA Criteria Criteria Details
Indications Pending CMS Review
Off-Label Uses Pending CMS Review
Exclusion Pending CMS Review
Criteria
Required Pending CMS Review
Medical
Information
Age Restrictions | Pending CMS Review
Prescriber Pending CMS Review
Restrictions
Coverage Pending CMS Review
Duration
Other Criteria Pending CMS Review
Prerequisite Pending CMS Review
Therapy
Required
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DEFERASIROX

Products Affected e Deferasirox
PA Criteria Criteria Details
Indications All FDA-approved Indications.
Off-Label Uses | N/A
Exclusion N/A
Criteria
Required For chronic iron overload due to blood transfusions Initial: documentation
Medical of elevated sodium ferritin levels. For non-transfusion-dependent
Information thalassemia syndromes Initial: 1) liver iron concentrations at least 5

milligrams of iron per gram of liver dry weight and 2) serum ferritin
greater than 300 mcg/L. Renewal criteria for all indications: reduction in
total body iron, evidenced by decreased ferritin levels.

Age Restrictions

N/A

Prescriber Prescribed by or in consultation with a hematologist.

Restrictions

Coverage 12 months

Duration

Other Criteria For chronic iron overload due to blood transfusions, Initial: Failure of
deferoxamine or reason why deferoxamine cannot be used.

Prerequisite Criteria DOES require use of a prerequisite Part D drug.

Therapy

Required
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DEFERIPRONE

Products Affected o

Deferiprone
e Ferriprox SOLN

PA Criteria Criteria Details

Indications All FDA-approved Indications.

Off-Label Uses | N/A

Exclusion N/A

Criteria

Required For chronic iron overload due to blood transfusions Initial: documentation
Medical of elevated sodium ferritin levels. For transfusional iron overload in
Information patients with sickle cell disease or other anemias, initial: documentation

of elevated sodium ferritin levels. Renewal criteria for all indications:
reduction in total body iron, evidenced by decreased ferritin levels.

Age Restrictions

N/A

Prescriber Prescribed by or in consultation with a hematologist.

Restrictions

Coverage 12 months

Duration

Other Criteria For chronic iron overload due to blood transfusions, Initial: Failure of
deferoxamine or reason why deferoxamine cannot be used.

Prerequisite Criteria DOES require use of a prerequisite Part D drug.

Therapy

Required
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DEFLAZACORT

Products Affected e Deflazacort

e Jaythari
e Kymbee
e Pyquvi

PA Criteria Criteria Details

Indications Pending CMS Review

Off-Label Uses Pending CMS Review

Exclusion Pending CMS Review

Criteria

Required Pending CMS Review

Medical

Information

Age Restrictions | Pending CMS Review

Prescriber Pending CMS Review

Restrictions

Coverage Pending CMS Review

Duration

Other Criteria Pending CMS Review

Prerequisite Pending CMS Review

Therapy

Required
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DENOSUMAB BIOSIMILARS

Products Affected e Osenvelt
e Wyost

PA Criteria Criteria Details

Indications All FDA-approved Indications.

Off-Label Uses | N/A

Exclusion 1) Preexisting hypocalcemia. 2) Pregnancy.

Criteria

Required N/A

Medical

Information

Age Restrictions | N/A

Prescriber N/A

Restrictions

Coverage 12 months

Duration

Other Criteria 1) For bone metastasis associated with solid tumors and prevention of
skeletal related events in patients with multiple myeloma: documentation
of failure of zoledronic acid or there is a contraindication to zoledronic
acid that is not a contraindication to denosumab. 2) For the treatment of
hypercalcemia of malignancy: failure of one IV bisphosphonate including
zoledronic acid or pamidronate.

Prerequisite Criteria DOES require use of a prerequisite Part D drug.

Therapy

Required
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DEXTROMETHORPHAN/QUINIDINE

Products Affected e Dextromethorphan
Hydrobromide/quinidine Sulfate

PA Criteria Criteria Details

Indications All FDA-approved Indications.

Off-Label Uses | N/A

Exclusion 1) Complete atrioventricular block without implanted pacemaker or is at

Criteria high risk for complete AV block.2) Concomitant use with drugs
containing quinidine, quinine, mefloquine, drugs that prolong the QT
interval and are metabolized by CYP2D6 (thioridazine and pimozide),
monoamine oxidase inhibitors. 3) Heart failure. 4) Prolonged QT interval,
congenital long QT syndrome or history suggesting torsades de pointes.

Required Initial criteria: Medical record documentation of a diagnosis of

Medical pseudobulbar affect. Renewal criteria: documentation of clinical benefit

Information such as improvement in the Center for Neurologic Study Lability Scale or

reduction in the number of laughing and crying episodes.

Age Restrictions | N/A

Prescriber N/A

Restrictions

Coverage Initial: 6 months. Renewal: Lifetime.

Duration

Other Criteria N/A

Prerequisite Criteria DOES NOT require use of a prerequisite Part D drug.
Therapy

Required
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DIACOMIT (STIRIPENTOL)

Products Affected e Diacomit
PA Criteria Criteria Details
Indications All FDA-approved Indications.
Off-Label Uses N/A
Exclusion N/A
Criteria
Required 1) Medical record documentation of Dravet syndrome. 2) Documentation
Medical that Diacomit will be taken with clobazam.
Information

Age Restrictions

N/A

Prescriber Prescribed by or in consultation with a neurologist.

Restrictions

Coverage Lifetime

Duration

Other Criteria The following criteria applies to members who newly start on the drug:
failure of or contraindication to Epidiolex (requires prior authorization).

Prerequisite Criteria DOES require use of a prerequisite Part D drug.

Therapy

Required
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DICHLORPHENAMIDE

Products Affected e Dichlorphenamide
PA Criteria Criteria Details
Indications All FDA-approved Indications.
Off-Label Uses | N/A
Exclusion N/A
Criteria
Required Initial: Documentation of hyperkalemic or hypokalemic periodic
Medical paralysis, or related variants of periodic paralysis. Renewal criteria:
Information medical record documentation of a reduction in the number, frequency or

duration of paralytic attacks.

Age Restrictions | N/A

Prescriber N/A

Restrictions

Coverage Initial: 6 months. Renewal: 12 months.

Duration

Other Criteria N/A

Prerequisite Criteria DOES NOT require use of a prerequisite Part D drug.
Therapy

Required
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DIFICID (FIDAXOMICIN)

Products Affected e Dificid SUSR
e Fidaxomicin

PA Criteria Criteria Details

Indications All FDA-approved Indications.

Off-Label Uses N/A

Exclusion N/A

Criteria

Required Medical record documentation of an infection caused by clostridium
Medical difficile.

Information

Age Restrictions | N/A

Prescriber N/A

Restrictions

Coverage 10 days

Duration

Other Criteria For oral powder for suspension only: documentation of an inability to

swallow oral dosage forms.

Prerequisite Criteria DOES require use of a prerequisite Part D drug.
Therapy
Required

87



DOJOLVI (TRIHEPTANOIN)

Products Affected e Dojolvi
PA Criteria Criteria Details
Indications All FDA-approved Indications.
Off-Label Uses N/A
Exclusion N/A
Criteria
Required Initial: Medical record documentation of molecularly confirmed long-
Medical chain fatty acid oxidation disorders (LC-FAOD). Renewal:
Information Documentation of improved muscle function, exercise tolerance, or health

related quality of life.

Age Restrictions

N/A

Prescriber Prescribed by or in consultation with a geneticist.
Restrictions

Coverage Initial: 6 months. Renewal: 12 months.

Duration

Other Criteria N/A

Prerequisite Criteria DOES NOT require use of a prerequisite Part D drug.
Therapy

Required
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DOPTELET (AVATROMBOPAG)

Products Affected e Doptelet
e Doptelet Sprinkle
PA Criteria Criteria Details
Indications Pending CMS Review
Off-Label Uses Pending CMS Review
Exclusion Pending CMS Review
Criteria
Required Pending CMS Review
Medical
Information
Age Restrictions | Pending CMS Review
Prescriber Pending CMS Review
Restrictions
Coverage Pending CMS Review
Duration
Other Criteria Pending CMS Review
Prerequisite Pending CMS Review
Therapy
Required
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DRIZALMA (DULOXETINE SPRINKLE)

Products Affected e Drizalma Sprinkle

PA Criteria Criteria Details

Indications All FDA-approved Indications.

Off-Label Uses N/A

Exclusion N/A
Criteria

Required N/A
Medical

Information

Age Restrictions | N/A

Prescriber N/A

Restrictions

Coverage Lifetime

Duration

Other Criteria The following criteria applies to members who newly start on the drug:

documentation of an inability to swallow solid oral dosage forms.

Prerequisite Criteria DOES NOT require use of a prerequisite Part D drug.
Therapy
Required




DRONABINOL

Products Affected e Dronabinol CAPS

PA Criteria Criteria Details

Indications All FDA-approved Indications.

Off-Label Uses N/A

Exclusion N/A
Criteria

Required N/A
Medical

Information

Age Restrictions | N/A

Prescriber N/A

Restrictions

Coverage 12 months

Duration

Other Criteria The following criteria only applies to the treatment of nausea and

vomiting associated with cancer chemotherapy: 1) failure of at least one
of the following antiemetics: dimenhydrinate, meclizine, metoclopramide,
promethazine, or prochlorperazine and 2) ondansetron.

Prerequisite Criteria DOES require use of a prerequisite Part D drug.
Therapy
Required

91



DROXIDOPA

Products Affected e Droxidopa
PA Criteria Criteria Details
Indications All FDA-approved Indications.
Off-Label Uses | N/A
Exclusion N/A
Criteria
Required Renewal criteria: medical record documentation of treatment response
Medical including decrease in lightheadedness, dizziness or falls.
Information
Age Restrictions | N/A
Prescriber N/A
Restrictions
Coverage Initial: 6 months. Renewal: 12 months.
Duration
Other Criteria N/A
Prerequisite Criteria DOES NOT require use of a prerequisite Part D drug.
Therapy
Required
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DUPIXENT (DUPILUMAB)

Products Affected e Dupixent INJ 200MG/1.14ML,
300MG/2ML
PA Criteria Criteria Details
Indications Pending CMS Review
Off-Label Uses Pending CMS Review
Exclusion Pending CMS Review
Criteria
Required Pending CMS Review
Medical
Information
Age Restrictions | Pending CMS Review
Prescriber Pending CMS Review
Restrictions
Coverage Pending CMS Review
Duration
Other Criteria Pending CMS Review
Prerequisite Pending CMS Review
Therapy
Required
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DUVYZAT (GIVINOSTAT)

Products Affected e Duvyzat
PA Criteria Criteria Details
Indications Pending CMS Review
Off-Label Uses Pending CMS Review
Exclusion Pending CMS Review
Criteria
Required Pending CMS Review
Medical
Information
Age Restrictions | Pending CMS Review
Prescriber Pending CMS Review
Restrictions
Coverage Pending CMS Review
Duration
Other Criteria Pending CMS Review
Prerequisite Pending CMS Review
Therapy
Required
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EBGLYSS (LEBRIKIZUMAB-LBKZ)

Products Affected e Ebglyss
PA Criteria Criteria Details
Indications Pending CMS Review
Off-Label Uses Pending CMS Review
Exclusion Pending CMS Review
Criteria
Required Pending CMS Review
Medical
Information
Age Restrictions | Pending CMS Review
Prescriber Pending CMS Review
Restrictions
Coverage Pending CMS Review
Duration
Other Criteria Pending CMS Review
Prerequisite Pending CMS Review
Therapy
Required
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EGRIFTA (TESAMORELIN)

Products Affected e Egrifta Sv
PA Criteria Criteria Details
Indications Pending CMS Review
Off-Label Uses Pending CMS Review
Exclusion Pending CMS Review
Criteria
Required Pending CMS Review
Medical
Information
Age Restrictions | Pending CMS Review
Prescriber Pending CMS Review
Restrictions
Coverage Pending CMS Review
Duration
Other Criteria Pending CMS Review
Prerequisite Pending CMS Review
Therapy
Required
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EKTERLY (SEBETRALSTAT)

Products Affected e Ekterly
PA Criteria Criteria Details
Indications Pending CMS Review
Off-Label Uses Pending CMS Review
Exclusion Pending CMS Review
Criteria
Required Pending CMS Review
Medical
Information
Age Restrictions | Pending CMS Review
Prescriber Pending CMS Review
Restrictions
Coverage Pending CMS Review
Duration
Other Criteria Pending CMS Review
Prerequisite Pending CMS Review
Therapy
Required
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ELIGARD/LUPRON (LEUPROLIDE)

Products Affected e Eligard

e Leuprolide Acetate INJ IMG/0.2ML
e Lupron Depot (1-month) INJ 7.5MG
e Lupron Depot (3-month) INJ 22.5MG
e Lupron Depot (4-month)
e Lupron Depot (6-month)

PA Criteria Criteria Details

Indications All Medically-accepted Indications.

Off-Label Uses N/A

Exclusion N/A

Criteria

Required Initial: Medical record documentation supporting the diagnosis submitted.

Medical

Information

Age Restrictions

N/A

Prescriber Prescribed by or in consultation with a hematologist, oncologist, or
Restrictions urologist

Coverage Lifetime

Duration

Other Criteria N/A

Prerequisite Criteria DOES NOT require use of a prerequisite Part D drug.
Therapy

Required
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ELIQUIS (APIXABAN)

Products Affected o

Eliquis CPSP
e Eliquis TBSO

PA Criteria Criteria Details

Indications All FDA-approved Indications.

Off-Label Uses | N/A

Exclusion N/A

Criteria

Required 1) Medical record documentation of an inability to swallow solid oral
Medical dosage forms.

Information

Age Restrictions | N/A

Prescriber N/A

Restrictions

Coverage Lifetime

Duration

Other Criteria N/A

Prerequisite Criteria DOES NOT require use of a prerequisite Part D drug.
Therapy

Required
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ELMIRON (PENTOSAN POLYSULFATE SODIUM)

Products Affected e Elmiron
PA Criteria Criteria Details
Indications All FDA-approved Indications, Some Medically accepted Indications.
Off-Label Uses Hemorrhagic cystitis
Exclusion N/A
Criteria
Required Renewal criteria: medical record documentation of an improvement in
Medical symptoms such as a reduction in bladder pain.
Information
Age Restrictions | N/A
Prescriber N/A
Restrictions
Coverage Initial: 6 months. Renewal: Lifetime.
Duration
Other Criteria N/A
Prerequisite Criteria DOES NOT require use of a prerequisite Part D drug.
Therapy
Required
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ELTROMBOPAG

Products Affected e Eltrombopag Olamine

PA Criteria Criteria Details

Indications Pending CMS Review

Off-Label Uses Pending CMS Review

Exclusion Pending CMS Review
Criteria

Required Pending CMS Review
Medical

Information

Age Restrictions | Pending CMS Review

Prescriber Pending CMS Review
Restrictions

Coverage Pending CMS Review
Duration

Other Criteria Pending CMS Review

Prerequisite Pending CMS Review
Therapy
Required
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EMEND (APREPITANT)

Products Affected o

Aprepitant
e Emend SUSR

PA Criteria Criteria Details

Indications All FDA-approved Indications.

Off-Label Uses | N/A

Exclusion Concomitant use of pimozide.

Criteria

Required 1) Prophylaxis of post operative nausea and vomiting (PONV):

Medical confirmation of diagnosis and use as prophylaxis and not for established
Information nausea and vomiting. 2) Prophylaxis of chemotherapy-induced nausea and

vomiting: documentation that aprepitant will be prescribed with
concurrent IV or oral ondansetron or granisetron or palonosetron and
dexamethasone.

Age Restrictions | N/A

Prescriber N/A

Restrictions

Coverage PONV: one month. Prophylaxis of chemotherapy-induced nausea and
Duration vomiting: 12 months.

Other Criteria Part B versus D determination will be made to determine coverage.
Prerequisite Criteria DOES NOT require use of a prerequisite Part D drug.
Therapy

Required
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EMGALITY (GALCANEZUMAB-GNLM)

Products Affected e Emgality

PA Criteria Criteria Details

Indications Pending CMS Review

Off-Label Uses Pending CMS Review

Exclusion Pending CMS Review
Criteria

Required Pending CMS Review
Medical

Information

Age Restrictions | Pending CMS Review

Prescriber Pending CMS Review
Restrictions

Coverage Pending CMS Review
Duration

Other Criteria Pending CMS Review

Prerequisite Pending CMS Review
Therapy
Required
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EMPAVELI (PEGCETACOPLAN)

Products Affected e Empaveli

PA Criteria Criteria Details

Indications Pending CMS Review

Off-Label Uses Pending CMS Review

Exclusion Pending CMS Review
Criteria

Required Pending CMS Review
Medical

Information

Age Restrictions | Pending CMS Review

Prescriber Pending CMS Review
Restrictions

Coverage Pending CMS Review
Duration

Other Criteria Pending CMS Review

Prerequisite Pending CMS Review
Therapy
Required
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EMSAM (SELEGILINE)

Products Affected e Emsam

PA Criteria Criteria Details

Indications All FDA-approved Indications.

Off-Label Uses | N/A

Exclusion 1) Concomitant use of the any of the following medications: SSRIs,

Criteria SNRIs, TCAs, MAOIs, sympathomimetic amines including
amphetamines, meperidine, tramadol, methadone, mirtazapine, bupropion,
cyclobenzaprine, carbamazepine and oxcarbamazepine.

Required N/A

Medical

Information

Age Restrictions | N/A

Prescriber N/A

Restrictions

Coverage Lifetime

Duration

Other Criteria The following criteria applies to members who newly start on the drug:
Failure of or intolerance to at least 2 of the following: 1) a selective
serotonin receptor reuptake inhibitor such as citalopram, escitalopram,
fluoxetine, paroxetine, or sertraline, 2) an SNRI such as venlafaxine or
duloxetine, 3) bupropion or 4) mirtazapine.

Prerequisite Criteria DOES require use of a prerequisite Part D drug.

Therapy

Required
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ENBREL (ETANERCEPT)

Products Affected e Enbrel INJ 25MG/0.5ML, 50MG/ML
e Enbrel Mini
e Enbrel Sureclick

PA Criteria Criteria Details

Indications Pending CMS Review

Off-Label Uses Pending CMS Review

Exclusion Pending CMS Review
Criteria

Required Pending CMS Review
Medical

Information

Age Restrictions | Pending CMS Review

Prescriber Pending CMS Review
Restrictions

Coverage Pending CMS Review
Duration

Other Criteria Pending CMS Review

Prerequisite Pending CMS Review
Therapy
Required
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ENDARAVONE

Products Affected e Radicava Ors Starter Kit
PA Criteria Criteria Details
Indications All FDA-approved Indications.
Off-Label Uses N/A
Exclusion N/A
Criteria
Required N/A
Medical
Information
Age Restrictions | N/A

Prescriber Prescribed by or in consultation with a neurologist or a specialist in
Restrictions Amyotrophic Lateral Sclerosis (ALS).

Coverage 12 months

Duration

Other Criteria N/A

Prerequisite Criteria DOES NOT require use of a prerequisite Part D drug.
Therapy

Required
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ENDARI (GLUTAMINE)

Products Affected e L-glutamine PACK

PA Criteria Criteria Details

Indications All FDA-approved Indications.

Off-Label Uses | N/A

Exclusion N/A

Criteria

Required Renewal criteria: medical record documentation that the drug has been

Medical effective in reducing the number of sickle cell crisis.

Information

Age Restrictions | N/A

Prescriber N/A

Restrictions

Coverage Initial: 6 months. Renewal: 12 months.

Duration

Other Criteria Medical record documentation of failure of or intolerance to hydroxyurea.
Failure defined as continued acute complications or pain crisis or
continued need for blood transfusions while on hydroxyurea.

Prerequisite Criteria DOES require use of a prerequisite Part D drug.

Therapy

Required
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ENSACOVE (ENSARTINIB)

Products Affected e Ensacove
PA Criteria Criteria Details
Indications All Medically-accepted Indications.
Off-Label Uses | N/A
Exclusion N/A
Criteria
Required Medical record documentation of the diagnosis.
Medical
Information

Age Restrictions

N/A

Prescriber Prescribed by or in consultation with an oncologist.

Restrictions

Coverage Lifetime

Duration

Other Criteria Drug must be prescribed for a FDA approved indication. If prescribed for
non-cancer indication that is not FDA approved, the off-label use of the
drug must be for a medically accepted indication that is supported by
AHFS (American Hospital Formulary Service) Drug Information or
Micromedex DrugDex. If prescribed for a cancer indication that is not
FDA approved, the off-label use of the drug must be supported by NCCN
(National Comprehensive Cancer Network) guidelines, AHFS (American
Hospital Formulary Service) Drug Information, Micromedex DrugDex,
Clinical Pharmacology, Lexi-Drugs, or research found in peer reviewed
medical literature in accordance with Chapter 15 of the Medicare Benefit
Policy Manual.

Prerequisite Criteria DOES NOT require use of a prerequisite Part D drug.

Therapy

Required
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ENSPRYNG (SATRALIZUMAB-MWGE)

Products Affected e Enspryng
PA Criteria Criteria Details
Indications All FDA-approved Indications.
Off-Label Uses | N/A
Exclusion N/A
Criteria
Required Medical record documentation of a diagnosis of anti-aquaporin-4 (AQP4)
Medical antibody positive neuromyelitis optica spectrum disorder
Information

Age Restrictions

N/A

Prescriber Prescribed by or in consultation with a neurologist or ophthalmologist.
Restrictions

Coverage 12 months

Duration

Other Criteria N/A

Prerequisite Criteria DOES NOT require use of a prerequisite Part D drug.
Therapy

Required
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ENTYVIO (VEDOLIZUMAB)

Products Affected e Entyvio Pen

PA Criteria Criteria Details

Indications Pending CMS Review

Off-Label Uses Pending CMS Review

Exclusion Pending CMS Review
Criteria

Required Pending CMS Review
Medical

Information

Age Restrictions | Pending CMS Review

Prescriber Pending CMS Review
Restrictions

Coverage Pending CMS Review
Duration

Other Criteria Pending CMS Review

Prerequisite Pending CMS Review
Therapy
Required
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EOHILIA (BUDESONIDE)

Products Affected e Eohilia
PA Criteria Criteria Details
Indications All FDA-approved Indications.
Off-Label Uses | N/A
Exclusion N/A
Criteria
Required Initial: medical record documentation of a diagnosis of eosinophilic
Medical esophagitis confirmed by symptoms related to esophageal dysfunction
Information and biopsy showing eosinophil-predominant inflammation (such as a peak

value of f >15 eosinophils per high power field (HPF) or 60 eosinophils
per mm2. Renewal: documentation of a clinical response, such as
improvement in dysphagia or histologic remission.

Age Restrictions

N/A

Prescriber Prescribed by or in consultation with a gastroenterologist.
Restrictions

Coverage Initial: 6 months. Renewal: 12 months.

Duration

Other Criteria N/A

Prerequisite Criteria DOES NOT require use of a prerequisite Part D drug.
Therapy

Required
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EPIDIOLEX (CANNABIDIOL)

Products Affected e Epidiolex

PA Criteria Criteria Details

Indications Pending CMS Review

Off-Label Uses Pending CMS Review

Exclusion Pending CMS Review
Criteria

Required Pending CMS Review
Medical

Information

Age Restrictions | Pending CMS Review

Prescriber Pending CMS Review
Restrictions

Coverage Pending CMS Review
Duration

Other Criteria Pending CMS Review

Prerequisite Pending CMS Review
Therapy
Required
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EPOETIN ALFA

Products Affected e Procrit
e Retacrit

PA Criteria Criteria Details

Indications Pending CMS Review

Off-Label Uses Pending CMS Review

Exclusion Pending CMS Review
Criteria

Required Pending CMS Review
Medical

Information

Age Restrictions | Pending CMS Review

Prescriber Pending CMS Review
Restrictions

Coverage Pending CMS Review
Duration

Other Criteria Pending CMS Review

Prerequisite Pending CMS Review
Therapy
Required
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ERIVEDGE (VISMODEGIB)

Products Affected e Erivedge

PA Criteria Criteria Details

Indications Pending CMS Review

Off-Label Uses Pending CMS Review

Exclusion Pending CMS Review
Criteria

Required Pending CMS Review
Medical

Information

Age Restrictions | Pending CMS Review

Prescriber Pending CMS Review
Restrictions

Coverage Pending CMS Review
Duration

Other Criteria Pending CMS Review

Prerequisite Pending CMS Review
Therapy
Required
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ERLEADA (APALUTAMIDE)

Products Affected e Erleada
PA Criteria Criteria Details
Indications All Medically-accepted Indications.
Off-Label Uses | N/A
Exclusion N/A
Criteria
Required Medical record documentation of the diagnosis.
Medical
Information

Age Restrictions

N/A

Prescriber Prescribed by or in consultation with an oncologist or urologist.

Restrictions

Coverage Lifetime

Duration

Other Criteria Drug must be prescribed for a FDA approved indication. If prescribed for
non-cancer indication that is not FDA approved, the off-label use of the
drug must be for a medically accepted indication that is supported by
AHFS (American Hospital Formulary Service) Drug Information or
Micromedex DrugDex. If prescribed for a cancer indication that is not
FDA approved, the off-label use of the drug must be supported by NCCN
(National Comprehensive Cancer Network) guidelines, AHFS (American
Hospital Formulary Service) Drug Information, Micromedex DrugDex,
Clinical Pharmacology, Lexi-Drugs, or research found in peer reviewed
medical literature in accordance with Chapter 15 of the Medicare Benefit
Policy Manual.

Prerequisite Criteria DOES NOT require use of a prerequisite Part D drug.

Therapy

Required
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ERLOTINIB

Products Affected e Erlotinib Hydrochloride TABS
PA Criteria Criteria Details
Indications All Medically-accepted Indications.
Off-Label Uses | N/A
Exclusion N/A
Criteria
Required Medical record documentation of the diagnosis.
Medical
Information

Age Restrictions

N/A

Prescriber Prescribed by or in consultation with an oncologist.

Restrictions

Coverage Lifetime

Duration

Other Criteria Drug must be prescribed for a FDA approved indication. If prescribed for
non-cancer indication that is not FDA approved, the off-label use of the
drug must be for a medically accepted indication that is supported by
AHFS (American Hospital Formulary Service) Drug Information or
Micromedex DrugDex. If prescribed for a cancer indication that is not
FDA approved, the off-label use of the drug must be supported by NCCN
(National Comprehensive Cancer Network) guidelines, AHFS (American
Hospital Formulary Service) Drug Information, Micromedex DrugDex,
Clinical Pharmacology, Lexi-Drugs, or research found in peer reviewed
medical literature in accordance with Chapter 15 of the Medicare Benefit
Policy Manual.

Prerequisite Criteria DOES NOT require use of a prerequisite Part D drug.

Therapy

Required
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ESLICARBAZEPINE

Products Affected e Eslicarbazepine Acetate

PA Criteria Criteria Details

Indications All FDA-approved Indications.

Off-Label Uses N/A

Exclusion N/A
Criteria

Required N/A
Medical

Information

Age Restrictions | N/A

Prescriber N/A

Restrictions

Coverage Lifetime

Duration

Other Criteria The following criteria applies to members who newly start on the drug:

Failure of 1) oxcarbazepine and 2) One of the following: carbamazepine,
phenytoin, topiramate, divalproex, felbamate, tiagabine, lamotrigine,
gabapentin, zonisamide, lacosamide, levetiracetam.

Prerequisite Criteria DOES require use of a prerequisite Part D drug.
Therapy
Required
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EVENITY (ROMOSOZUMAB-AQQG)

Products Affected e Evenity

PA Criteria Criteria Details

Indications Pending CMS Review

Off-Label Uses Pending CMS Review

Exclusion Pending CMS Review
Criteria

Required Pending CMS Review
Medical

Information

Age Restrictions | Pending CMS Review

Prescriber Pending CMS Review
Restrictions

Coverage Pending CMS Review
Duration

Other Criteria Pending CMS Review

Prerequisite Pending CMS Review
Therapy
Required
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EVEROLIMUS

Products Affected o

Everolimus TABS 10MG, 2.5MG,
SMG, 7.5MG

e Everolimus TBSO

e Yulithira

PA Criteria Criteria Details

Indications All Medically-accepted Indications.

Off-Label Uses | N/A

Exclusion N/A

Criteria

Required Medical record documentation of the diagnosis.
Medical

Information

Age Restrictions

N/A

Prescriber Prescribed by or in consultation with an oncologist, neurologist, transplant

Restrictions specialist or nephrologist.

Coverage Lifetime

Duration

Other Criteria Drug must be prescribed for a FDA approved indication. If prescribed for
non-cancer indication that is not FDA approved, the off-label use of the
drug must be for a medically accepted indication that is supported by
AHFS (American Hospital Formulary Service) Drug Information or
Micromedex DrugDex. If prescribed for a cancer indication that is not
FDA approved, the off-label use of the drug must be supported by NCCN
(National Comprehensive Cancer Network) guidelines, AHFS (American
Hospital Formulary Service) Drug Information, Micromedex DrugDex,
Clinical Pharmacology, Lexi-Drugs, or research found in peer reviewed
medical literature in accordance with Chapter 15 of the Medicare Benefit
Policy Manual.

Prerequisite Criteria DOES NOT require use of a prerequisite Part D drug.

Therapy

Required
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EVRYSDI (RISDIPLAM)

Products Affected e Evrysdi
PA Criteria Criteria Details
Indications All FDA-approved Indications.
Off-Label Uses | N/A
Exclusion N/A
Criteria
Required Medical record confirmation of a diagnosis of spinal muscle atrophy
Medical (SMA) confirmed by genetic testing.
Information

Age Restrictions

N/A

Prescriber Prescribed by or in consultation with a neurologist.
Restrictions

Coverage 12 months

Duration

Other Criteria N/A

Prerequisite Criteria DOES NOT require use of a prerequisite Part D drug.
Therapy

Required
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EXXUA (GEPIRONE)

Products Affected e Exxua
e Exxua Titration Pack

PA Criteria Criteria Details

Indications All FDA-approved Indications.

Off-Label Uses N/A

Exclusion 1) Prolonged QTc interval greater than 450msec at baseline. 2) Congenital
Criteria long QT syndrome. 3) Concomitant use of strong CYP3A4 inhibitors. 4)
Severe hepatic impairment. 5) Use with an MAOI or within 14 days of
stopping treatment with EXXUA.

Required Medical record documentation of a diagnosis of major depressive
Medical disorder.
Information

Age Restrictions | N/A

Prescriber N/A

Restrictions

Coverage Lifetime

Duration

Other Criteria The following criteria applies to new starts only. Initial: failure of two of

the following: fluoxetine, sertraline, citalopram, escitalopram, paroxetine,
venlafaxine, desvenlafaxine

Prerequisite Criteria DOES require use of a prerequisite Part D drug.
Therapy
Required
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FABHALTA (IPTACOPAN)

Products Affected e Fabhalta

PA Criteria Criteria Details

Indications Pending CMS Review

Off-Label Uses Pending CMS Review

Exclusion Pending CMS Review
Criteria

Required Pending CMS Review
Medical

Information

Age Restrictions | Pending CMS Review

Prescriber Pending CMS Review
Restrictions

Coverage Pending CMS Review
Duration

Other Criteria Pending CMS Review

Prerequisite Pending CMS Review
Therapy
Required

123



FASENRA (BENRALIZUMAB)

Products Affected e Fasenra
e Fasenra Pen

PA Criteria Criteria Details

Indications Pending CMS Review

Off-Label Uses Pending CMS Review

Exclusion Pending CMS Review
Criteria

Required Pending CMS Review
Medical

Information

Age Restrictions | Pending CMS Review

Prescriber Pending CMS Review
Restrictions

Coverage Pending CMS Review
Duration

Other Criteria Pending CMS Review

Prerequisite Pending CMS Review
Therapy
Required
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FETZIMA (LEVOMILNACIPRAN)

Products Affected e Fetzima
e Fetzima Titration Pack

PA Criteria Criteria Details

Indications All FDA-approved Indications.

Off-Label Uses N/A

Exclusion N/A
Criteria

Required N/A
Medical

Information

Age Restrictions | N/A

Prescriber N/A

Restrictions

Coverage Lifetime

Duration

Other Criteria The following criteria applies to members who newly start on the drug:

Failure of 1) an SSRI such as sertraline or fluoxetine and 2) an SNRI such
as venlafaxine and or duloxetine.

Prerequisite Criteria DOES require use of a prerequisite Part D drug.
Therapy
Required
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FILGRASTIM

Products Affected e Granix INJ 300MCG/0.5ML,
300MCG/ML, 480MCG/0.8ML
e Zarxio

PA Criteria Criteria Details

Indications Pending CMS Review

Off-Label Uses Pending CMS Review

Exclusion Pending CMS Review
Criteria

Required Pending CMS Review
Medical

Information

Age Restrictions | Pending CMS Review

Prescriber Pending CMS Review
Restrictions

Coverage Pending CMS Review
Duration

Other Criteria Pending CMS Review

Prerequisite Pending CMS Review
Therapy
Required
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FILSPARI (SPARSENTAN)

Products Affected e Filspari

PA Criteria Criteria Details

Indications Pending CMS Review

Off-Label Uses Pending CMS Review

Exclusion Pending CMS Review
Criteria

Required Pending CMS Review
Medical

Information

Age Restrictions | Pending CMS Review

Prescriber Pending CMS Review
Restrictions

Coverage Pending CMS Review
Duration

Other Criteria Pending CMS Review

Prerequisite Pending CMS Review
Therapy
Required
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FILSUVEZ (BIRCH TRITERPENES)

Products Affected e Filsuvez

PA Criteria Criteria Details

Indications Pending CMS Review

Off-Label Uses Pending CMS Review

Exclusion Pending CMS Review
Criteria

Required Pending CMS Review
Medical

Information

Age Restrictions | Pending CMS Review

Prescriber Pending CMS Review
Restrictions

Coverage Pending CMS Review
Duration

Other Criteria Pending CMS Review

Prerequisite Pending CMS Review
Therapy
Required
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FINGOLIMOD

Products Affected e Fingolimod Hydrochloride

PA Criteria Criteria Details

Indications All FDA-approved Indications.

Off-Label Uses | N/A

Exclusion 1) Unstable angina, transient ischemic attack, myocardial infarction,

Criteria stroke, heart failure Class III/IV or decompensated heart failure requiring
hospitalization within the last 6 months. 2) Concomitant Class Ia or Class
IIT anti-arrhythmic drugs. 3) Mobitz type II second-degree, third-degree
atrioventricular block, sick-sinus syndrome unless the patient has a
functional pacemaker. 4) QTc interval at baseline 500 milliseconds or
greater.

Required N/A

Medical

Information

Age Restrictions | N/A

Prescriber Prescribed by or in consultation with a neurologist.

Restrictions

Coverage Lifetime

Duration

Other Criteria Documentation that fingolimod is being requested for monotherapy and is
not intended to be used in combination with other disease modifying
multiple sclerosis agents.

Prerequisite Criteria DOES NOT require use of a prerequisite Part D drug.

Therapy

Required

129




FINTEPLA (FENFLURAMINE)

Products Affected e Fintepla

PA Criteria Criteria Details

Indications All FDA-approved Indications.

Off-Label Uses N/A

Exclusion N/A
Criteria

Required N/A
Medical

Information

Age Restrictions | N/A

Prescriber N/A
Restrictions

Coverage Lifetime
Duration

Other Criteria The following criteria applies to members who newly start on the drug:
Failure of or contraindication to Epidiolex (requires PA for new starts).

Prerequisite Criteria DOES require use of a prerequisite Part D drug.
Therapy
Required
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FIRDAPSE (AMIFAMPRIDINE)

Products Affected e Firdapse

PA Criteria Criteria Details

Indications Pending CMS Review

Off-Label Uses Pending CMS Review

Exclusion Pending CMS Review
Criteria

Required Pending CMS Review
Medical

Information

Age Restrictions | Pending CMS Review

Prescriber Pending CMS Review
Restrictions

Coverage Pending CMS Review
Duration

Other Criteria Pending CMS Review

Prerequisite Pending CMS Review
Therapy
Required
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FIRMAGON (DEGARELIX)

Products Affected e Firmagon INJ 120MG/VIAL, 80MG

PA Criteria Criteria Details

Indications Pending CMS Review

Off-Label Uses Pending CMS Review

Exclusion Pending CMS Review
Criteria

Required Pending CMS Review
Medical

Information

Age Restrictions | Pending CMS Review

Prescriber Pending CMS Review
Restrictions

Coverage Pending CMS Review
Duration

Other Criteria Pending CMS Review

Prerequisite Pending CMS Review
Therapy
Required
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FOTIVDA (TIVOZANIB)

Products Affected e Fotivda
PA Criteria Criteria Details
Indications All Medically-accepted Indications.
Off-Label Uses | N/A
Exclusion N/A
Criteria
Required Medical record documentation of the diagnosis.
Medical
Information

Age Restrictions

N/A

Prescriber Prescribed by or in consultation with an oncologist.

Restrictions

Coverage Lifetime

Duration

Other Criteria Drug must be prescribed for a FDA approved indication. If prescribed for
non-cancer indication that is not FDA approved, the off-label use of the
drug must be for a medically accepted indication that is supported by
AHFS (American Hospital Formulary Service) Drug Information or
Micromedex DrugDex. If prescribed for a cancer indication that is not
FDA approved, the off-label use of the drug must be supported by NCCN
(National Comprehensive Cancer Network) guidelines, AHFS (American
Hospital Formulary Service) Drug Information, Micromedex DrugDex,
Clinical Pharmacology, Lexi-Drugs, or research found in peer reviewed
medical literature in accordance with Chapter 15 of the Medicare Benefit
Policy Manual.

Prerequisite Criteria DOES NOT require use of a prerequisite Part D drug.

Therapy

Required
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FRUZAQLA (FRUQUINTINIB)

Products Affected e Fruzaqgla
PA Criteria Criteria Details
Indications All Medically-accepted Indications.
Off-Label Uses | N/A
Exclusion N/A
Criteria
Required Medical record documentation of the diagnosis.
Medical
Information

Age Restrictions

N/A

Prescriber Prescribed by or in consultation with an oncologist.

Restrictions

Coverage Lifetime

Duration

Other Criteria Drug must be prescribed for a FDA approved indication. If prescribed for
non-cancer indication that is not FDA approved, the off-label use of the
drug must be for a medically accepted indication that is supported by
AHFS (American Hospital Formulary Service) Drug Information or
Micromedex DrugDex. If prescribed for a cancer indication that is not
FDA approved, the off-label use of the drug must be supported by NCCN
(National Comprehensive Cancer Network) guidelines, AHFS (American
Hospital Formulary Service) Drug Information, Micromedex DrugDex,
Clinical Pharmacology, Lexi-Drugs, or research found in peer reviewed
medical literature in accordance with Chapter 15 of the Medicare Benefit
Policy Manual.

Prerequisite Criteria DOES NOT require use of a prerequisite Part D drug.

Therapy

Required
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GALAFOLD (MIGALASTAT)

Products Affected e Galafold

PA Criteria Criteria Details

Indications Pending CMS Review

Off-Label Uses Pending CMS Review

Exclusion Pending CMS Review
Criteria

Required Pending CMS Review
Medical

Information

Age Restrictions | Pending CMS Review

Prescriber Pending CMS Review
Restrictions

Coverage Pending CMS Review
Duration

Other Criteria Pending CMS Review

Prerequisite Pending CMS Review
Therapy
Required
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GARDASIL (HPV VACCINE)

Products Affected e Gardasil 9 INJ 0.5ML

PA Criteria Criteria Details

Indications All FDA-approved Indications.

Off-Label Uses N/A

Exclusion N/A
Criteria

Required N/A
Medical

Information

Age Restrictions | Between 9 years and 45 years of age

Prescriber N/A
Restrictions

Coverage 12 months
Duration

Other Criteria N/A

Prerequisite Criteria DOES NOT require use of a prerequisite Part D drug.
Therapy
Required
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GATTEX (TEDUGLUTIDE)

Products Affected e QGattex

PA Criteria Criteria Details

Indications Pending CMS Review

Off-Label Uses Pending CMS Review

Exclusion Pending CMS Review
Criteria

Required Pending CMS Review
Medical

Information

Age Restrictions | Pending CMS Review

Prescriber Pending CMS Review
Restrictions

Coverage Pending CMS Review
Duration

Other Criteria Pending CMS Review

Prerequisite Pending CMS Review
Therapy
Required

137



GAVRETO (PRALSETINIB)

Products Affected e Gavreto
PA Criteria Criteria Details
Indications All Medically-accepted Indications.
Off-Label Uses | N/A
Exclusion N/A
Criteria
Required Medical record documentation of the diagnosis.
Medical
Information

Age Restrictions

N/A

Prescriber Prescribed by or in consultation with an oncologist.

Restrictions

Coverage Lifetime

Duration

Other Criteria Drug must be prescribed for a FDA approved indication. If prescribed for
non-cancer indication that is not FDA approved, the off-label use of the
drug must be for a medically accepted indication that is supported by
AHFS (American Hospital Formulary Service) Drug Information or
Micromedex DrugDex. If prescribed for a cancer indication that is not
FDA approved, the off-label use of the drug must be supported by NCCN
(National Comprehensive Cancer Network) guidelines, AHFS (American
Hospital Formulary Service) Drug Information, Micromedex DrugDex,
Clinical Pharmacology, Lexi-Drugs, or research found in peer reviewed
medical literature in accordance with Chapter 15 of the Medicare Benefit
Policy Manual.

Prerequisite Criteria DOES NOT require use of a prerequisite Part D drug.

Therapy

Required
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GEFITINIB

Products Affected o Gefitinib
PA Criteria Criteria Details
Indications All Medically-accepted Indications.
Off-Label Uses | N/A
Exclusion N/A
Criteria
Required Medical record documentation of the diagnosis.
Medical
Information

Age Restrictions

N/A

Prescriber Prescribed by or in consultation with an oncologist.

Restrictions

Coverage Lifetime

Duration

Other Criteria Drug must be prescribed for a FDA approved indication. If prescribed for
non-cancer indication that is not FDA approved, the off-label use of the
drug must be for a medically accepted indication that is supported by
AHFS (American Hospital Formulary Service) Drug Information or
Micromedex DrugDex. If prescribed for a cancer indication that is not
FDA approved, the off-label use of the drug must be supported by NCCN
(National Comprehensive Cancer Network) guidelines, AHFS (American
Hospital Formulary Service) Drug Information, Micromedex DrugDex,
Clinical Pharmacology, Lexi-Drugs, or research found in peer reviewed
medical literature in accordance with Chapter 15 of the Medicare Benefit
Policy Manual.

Prerequisite Criteria DOES NOT require use of a prerequisite Part D drug.

Therapy

Required
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GEMTESA (VIBEGRON)

Products Affected e Gemtesa

PA Criteria Criteria Details

Indications All FDA-approved Indications.

Off-Label Uses N/A

Exclusion N/A

Criteria

Required Initial: for overactive bladder with symptoms of urge urinary

Medical incontinence, urgency, and urinary frequency in adult males on

Information pharmacological therapy for benign prostatic hyperplasia (BPH),
documentation that the member is receiving pharmacological therapy for
BPH.

Age Restrictions | N/A

Prescriber N/A
Restrictions

Coverage Lifetime
Duration

Other Criteria The following criteria does not apply to adult males with BPH: Failure of

mirabegron.
Prerequisite Criteria DOES require use of a prerequisite Part D drug.
Therapy
Required
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GILOTRIF (AFATINIB)

Products Affected e Gilotrif
PA Criteria Criteria Details
Indications All Medically-accepted Indications.
Off-Label Uses | N/A
Exclusion N/A
Criteria
Required Medical record documentation of the diagnosis.
Medical
Information

Age Restrictions

N/A

Prescriber Prescribed by or in consultation with an oncologist.

Restrictions

Coverage Lifetime

Duration

Other Criteria Drug must be prescribed for a FDA approved indication. If prescribed for
non-cancer indication that is not FDA approved, the off-label use of the
drug must be for a medically accepted indication that is supported by
AHFS (American Hospital Formulary Service) Drug Information or
Micromedex DrugDex. If prescribed for a cancer indication that is not
FDA approved, the off-label use of the drug must be supported by NCCN
(National Comprehensive Cancer Network) guidelines, AHFS (American
Hospital Formulary Service) Drug Information, Micromedex DrugDex,
Clinical Pharmacology, Lexi-Drugs, or research found in peer reviewed
medical literature in accordance with Chapter 15 of the Medicare Benefit
Policy Manual.

Prerequisite Criteria DOES NOT require use of a prerequisite Part D drug.

Therapy

Required
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GLYCEROL PHENYLBUTYRATE

Products Affected e Glycerol Phenylbutyrate
PA Criteria Criteria Details
Indications All FDA-approved Indications.
Off-Label Uses | N/A
Exclusion N/A
Criteria
Required Initial: Diagnosis of urea cycle disorder confirmed by DNA testing.
Medical Renewal: Medical record documentation of stabilization of disease
Information progression such as stabilization of neurologic impairments or seizures.
Age Restrictions | N/A
Prescriber N/A
Restrictions
Coverage Initial: 6 months. Renewal: 12 months.
Duration
Other Criteria Failure of sodium phenylbutyrate powder (requires prior authorization).
Prerequisite Criteria DOES require use of a prerequisite Part D drug.
Therapy
Required
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GOMEKLI (MIRDAMETINIB)

Products Affected e Gomekli
PA Criteria Criteria Details
Indications All Medically-accepted Indications.
Off-Label Uses | N/A
Exclusion N/A
Criteria
Required Medical record documentation of the diagnosis.
Medical
Information

Age Restrictions

N/A

Prescriber Prescribed by or in consultation with an oncologist.

Restrictions

Coverage Lifetime

Duration

Other Criteria Drug must be prescribed for a FDA approved indication. If prescribed for
non-cancer indication that is not FDA approved, the off-label use of the
drug must be for a medically accepted indication that is supported by
AHFS (American Hospital Formulary Service) Drug Information or
Micromedex DrugDex. If prescribed for a cancer indication that is not
FDA approved, the off-label use of the drug must be supported by NCCN
(National Comprehensive Cancer Network) guidelines, AHFS (American
Hospital Formulary Service) Drug Information, Micromedex DrugDex,
Clinical Pharmacology, Lexi-Drugs, or research found in peer reviewed
medical literature in accordance with Chapter 15 of the Medicare Benefit
Policy Manual.

Prerequisite Criteria DOES NOT require use of a prerequisite Part D drug.

Therapy

Required
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GRANISETRON

Products Affected e Granisetron Hydrochloride TABS
PA Criteria Criteria Details
Indications All FDA-approved Indications.
Off-Label Uses | N/A
Exclusion N/A
Criteria
Required Prevention or treatment of nausea and vomiting associated with cancer
Medical chemotherapy or radiation: documentation of current treatment with 1)
Information moderately or highly emetogenic chemotherapy or 2) total body, upper

hemi-body or abdominal irradiation.

Age Restrictions | N/A

Prescriber N/A

Restrictions

Coverage Nausea and vomiting, cancer treatment: 12 months. Post-operative nausea

Duration and vomiting: one month.

Other Criteria 1) Not receiving concurrent oral or IV ondansetron, Kytril, Anzemet or
Emend. 2) If granisetron is being used as part of a cancer chemotherapy
regimen, Part B versus D determination will be made to determine
coverage.

Prerequisite Criteria DOES NOT require use of a prerequisite Part D drug.

Therapy

Required
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GRASTEK (TIMOTHY GRASS POLLEN ALLERGEN)

Products Affected e Grastek
PA Criteria Criteria Details
Indications All FDA-approved Indications.
Off-Label Uses | N/A
Exclusion N/A
Criteria
Required Documentation of a positive skin test or pollen specific IgE antibodies to
Medical Timothy grass or cross-reactive grass pollens.
Information

Age Restrictions

65 years of age or younger

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

Restrictions

Coverage Lifetime

Duration

Other Criteria Failure of or contraindication to 1) an oral or nasal antihistamine such as
desloratadine tablets or azelastine nasal spray) and 2) an intranasal
corticosteroid such as flunisolide nasal spray.

Prerequisite Criteria DOES require use of a prerequisite Part D drug.

Therapy

Required
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HAEGARDA (HUMAN C1 ESTERACE INHIBITOR)

Products Affected e Haegarda

PA Criteria Criteria Details

Indications Pending CMS Review

Off-Label Uses Pending CMS Review

Exclusion Pending CMS Review
Criteria

Required Pending CMS Review
Medical

Information

Age Restrictions | Pending CMS Review

Prescriber Pending CMS Review
Restrictions

Coverage Pending CMS Review
Duration

Other Criteria Pending CMS Review

Prerequisite Pending CMS Review
Therapy
Required
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HERNEXEOS (ZONGERTINIB)

Products Affected e Hernexeos
PA Criteria Criteria Details
Indications All Medically-accepted Indications.
Off-Label Uses | N/A
Exclusion N/A
Criteria
Required Medical record documentation of the diagnosis.
Medical
Information

Age Restrictions

N/A

Prescriber Prescribed by or in consultation with an oncologist.

Restrictions

Coverage Lifetime

Duration

Other Criteria Drug must be prescribed for a FDA approved indication. If prescribed for
non-cancer indication that is not FDA approved, the off-label use of the
drug must be for a medically accepted indication that is supported by
AHFS (American Hospital Formulary Service) Drug Information or
Micromedex DrugDex. If prescribed for a cancer indication that is not
FDA approved, the off-label use of the drug must be supported by NCCN
(National Comprehensive Cancer Network) guidelines, AHFS (American
Hospital Formulary Service) Drug Information, Micromedex DrugDex,
Clinical Pharmacology, Lexi-Drugs, or research found in peer reviewed
medical literature in accordance with Chapter 15 of the Medicare Benefit
Policy Manual.

Prerequisite Criteria DOES NOT require use of a prerequisite Part D drug.

Therapy

Required
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HETLIOZ (TASIMELTEON)

Products Affected e Hetlioz Lq
e Tasimelteon

PA Criteria Criteria Details

Indications Pending CMS Review

Off-Label Uses Pending CMS Review

Exclusion Pending CMS Review
Criteria

Required Pending CMS Review
Medical

Information

Age Restrictions | Pending CMS Review

Prescriber Pending CMS Review
Restrictions

Coverage Pending CMS Review
Duration

Other Criteria Pending CMS Review

Prerequisite Pending CMS Review
Therapy
Required
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HYDROXYZINE

Products Affected e Hydroxyzine Hcl TABS 50MG
e Hydroxyzine Hydrochloride SYRP
10MG/5SML
e Hydroxyzine Hydrochloride TABS
10MG, 25MG

e Hydroxyzine Pamoate CAPS

PA Criteria Criteria Details

Indications All Medically-accepted Indications.

Off-Label Uses N/A

Exclusion N/A
Criteria

Required N/A
Medical

Information

Age Restrictions | N/A

Prescriber N/A

Restrictions

Coverage 12 months

Duration

Other Criteria The following criteria only applies to members 60 years of age and older:

prescriber attestation that the benefits of therapy outweigh the risks of
anticholinergic adverse effects.

Prerequisite Criteria DOES NOT require use of a prerequisite Part D drug.
Therapy
Required

149



HYFTOR (SIROLIMUS)

Products Affected e Hyftor
PA Criteria Criteria Details
Indications All FDA-approved Indications.
Off-Label Uses | N/A
Exclusion N/A
Criteria
Required Initial: medical record documentation of a confirmation of facial
Medical angiofibroma associated with tuberous sclerosis. Renewal: medical record
Information documentation of a clinical response to therapy, such as improvement in

size or redness of facial angiofibroma.

Age Restrictions | N/A

Prescriber N/A

Restrictions

Coverage Initial: 12 weeks. Renewal: 12 months.

Duration

Other Criteria N/A

Prerequisite Criteria DOES NOT require use of a prerequisite Part D drug.
Therapy

Required
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HYRNUO (SEVABERTINIB)

Products Affected e Hyrnuo
PA Criteria Criteria Details
Indications All Medically-accepted Indications.
Off-Label Uses N/A
Exclusion N/A
Criteria
Required Medical record documentation of the diagnosis.
Medical
Information

Age Restrictions

N/A

Prescriber Prescribed by or in consultation with an oncologist.

Restrictions

Coverage Lifetime

Duration

Other Criteria Drug must be prescribed for a FDA approved indication. If prescribed for
non-cancer indication that is not FDA approved, the off-label use of the
drug must be for a medically accepted indication that is supported by
AHFS (American Hospital Formulary Service) Drug Information or
Micromedex DrugDex. If prescribed for a cancer indication that is not
FDA approved, the off-label use of the drug must be supported by NCCN
(National Comprehensive Cancer Network) guidelines, AHFS (American
Hospital Formulary Service) Drug Information, Micromedex DrugDex,
Clinical Pharmacology, Lexi-Drugs, or research found in peer reviewed
medical literature in accordance with Chapter 15 of the Medicare Benefit
Policy Manual.

Prerequisite Criteria DOES NOT require use of a prerequisite Part D drug.

Therapy

Required
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IBRANCE (PALBOCICLIB)

Products Affected o

Ibrance CAPS 125MG
e [Ibrance TABS

PA Criteria Criteria Details

Indications All Medically-accepted Indications.

Off-Label Uses | N/A

Exclusion N/A

Criteria

Required Medical record documentation of the diagnosis.
Medical

Information

Age Restrictions

N/A

Prescriber Prescribed by or in consultation with an oncologist.

Restrictions

Coverage Lifetime

Duration

Other Criteria Drug must be prescribed for a FDA approved indication. If prescribed for
non-cancer indication that is not FDA approved, the off-label use of the
drug must be for a medically accepted indication that is supported by
AHFS (American Hospital Formulary Service) Drug Information or
Micromedex DrugDex. If prescribed for a cancer indication that is not
FDA approved, the off-label use of the drug must be supported by NCCN
(National Comprehensive Cancer Network) guidelines, AHFS (American
Hospital Formulary Service) Drug Information, Micromedex DrugDex,
Clinical Pharmacology, Lexi-Drugs, or research found in peer reviewed
medical literature in accordance with Chapter 15 of the Medicare Benefit
Policy Manual.

Prerequisite Criteria DOES NOT require use of a prerequisite Part D drug.

Therapy

Required
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IBTROZI (TALETRECTINIB ADIPATE)

Products Affected e Ibtrozi
PA Criteria Criteria Details
Indications All Medically-accepted Indications.
Off-Label Uses N/A
Exclusion N/A
Criteria
Required Medical record documentation of the diagnosis.
Medical
Information

Age Restrictions

N/A

Prescriber Prescribed by or in consultation with an oncologist.

Restrictions

Coverage Lifetime

Duration

Other Criteria The following criteria applies to members who newly start on the drug: 1)
Failure of, intolerance or contraindication to: a) Xalkori and 2) Rozyltrek.
Both require prior authorization. 2) Drug must be prescribed for a FDA
approved indication. If prescribed for non-cancer indication that is not
FDA approved, the off-label use of the drug must be for a medically
accepted indication that is supported by AHFS (American Hospital
Formulary Service) Drug Information or Micromedex DrugDex. If
prescribed for a cancer indication that is not FDA approved, the off-label
use of the drug must be supported by NCCN (National Comprehensive
Cancer Network) guidelines, AHFS (American Hospital Formulary
Service) Drug Information, Micromedex DrugDex, Clinical
Pharmacology, Lexi-Drugs, or research found in peer reviewed medical
literature in accordance with Chapter 15 of the Medicare Benefit Policy
Manual.

Prerequisite Criteria DOES require use of a prerequisite Part D drug.

Therapy

Required
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ICATIBANT

Products Affected e Icatibant Acetate

PA Criteria Criteria Details

Indications All FDA-approved Indications.

Off-Label Uses N/A

Exclusion N/A

Criteria

Required Initial: Documentation of hereditary angioedema Type 1 and II confirmed
Medical by genetic testing or complement studies of C4, C1INH antigenic and
Information C1INH functional levels supporting the diagnosis. For hereditary

angioedema Type III, documentation of diagnosis confirmed by genetic
testing, normal complement studies combined with clinical features of
angioedema or family history. Renewal: documentation of benefit from
use of icatibant.

Age Restrictions | N/A

Prescriber Prescribed by or in consultation with a hematologist, allergist or
Restrictions immunologist.

Coverage Initial: 6 months. Renewal: 12 months.

Duration

Other Criteria N/A

Prerequisite Criteria DOES NOT require use of a prerequisite Part D drug.
Therapy
Required
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ICLUSIG (PONATINIB)

Products Affected e Iclusig

PA Criteria Criteria Details

Indications Pending CMS Review

Off-Label Uses Pending CMS Review

Exclusion Pending CMS Review
Criteria

Required Pending CMS Review
Medical

Information

Age Restrictions | Pending CMS Review

Prescriber Pending CMS Review
Restrictions

Coverage Pending CMS Review
Duration

Other Criteria Pending CMS Review

Prerequisite Pending CMS Review
Therapy
Required
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IDHIFA (ENASIDENIB)

Products Affected e Idhifa

PA Criteria Criteria Details

Indications Pending CMS Review

Off-Label Uses Pending CMS Review

Exclusion Pending CMS Review
Criteria

Required Pending CMS Review
Medical

Information

Age Restrictions | Pending CMS Review

Prescriber Pending CMS Review
Restrictions

Coverage Pending CMS Review
Duration

Other Criteria Pending CMS Review

Prerequisite Pending CMS Review
Therapy
Required
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IMATINIB

Products Affected e Imatinib Mesylate TABS
PA Criteria Criteria Details
Indications Pending CMS Review
Off-Label Uses Pending CMS Review
Exclusion Pending CMS Review
Criteria
Required Pending CMS Review
Medical
Information
Age Restrictions | Pending CMS Review
Prescriber Pending CMS Review
Restrictions
Coverage Pending CMS Review
Duration
Other Criteria Pending CMS Review
Prerequisite Pending CMS Review
Therapy
Required
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IMBRUVICA (IBRUTINIB)

Products Affected e Imbruvica CAPS
e Imbruvica SUSP
e Imbruvica TABS 140MG, 280MG,
420MG

PA Criteria Criteria Details

Indications Pending CMS Review

Off-Label Uses Pending CMS Review

Exclusion Pending CMS Review
Criteria

Required Pending CMS Review
Medical

Information

Age Restrictions | Pending CMS Review

Prescriber Pending CMS Review
Restrictions

Coverage Pending CMS Review
Duration

Other Criteria Pending CMS Review

Prerequisite Pending CMS Review
Therapy
Required
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IMKELDI (IMATINIB)

Products Affected e Imkeldi

PA Criteria Criteria Details

Indications Pending CMS Review

Off-Label Uses Pending CMS Review

Exclusion Pending CMS Review
Criteria

Required Pending CMS Review
Medical

Information

Age Restrictions | Pending CMS Review

Prescriber Pending CMS Review
Restrictions

Coverage Pending CMS Review
Duration

Other Criteria Pending CMS Review

Prerequisite Pending CMS Review
Therapy
Required
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INBRIJA (LEVODOPA)

Products Affected e Inbrija

PA Criteria Criteria Details

Indications Pending CMS Review

Off-Label Uses Pending CMS Review

Exclusion Pending CMS Review
Criteria

Required Pending CMS Review
Medical

Information

Age Restrictions | Pending CMS Review

Prescriber Pending CMS Review
Restrictions

Coverage Pending CMS Review
Duration

Other Criteria Pending CMS Review

Prerequisite Pending CMS Review
Therapy
Required
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INCRELEX (MECASERMIN)

Products Affected o Increlex
PA Criteria Criteria Details
Indications All FDA-approved Indications.
Off-Label Uses | N/A
Exclusion 1) Evidence of closure of epiphyseal plate. 2) Active or suspected
Criteria neoplasia.
Required 1) Primary IGF-1 Deficiency, Initial: a) Secondary causes have been ruled
Medical out, such as growth hormone deficiency, malnutrition, hypothyroidism,
Information and chronic corticosteroid therapy, b) Height standard deviation score less

than or equal to -3, c) basal IGF-1 standard deviation score of less than or
equal to -3 and d) normal or elevated growth hormone, greater than or
equal to 10ng/ml to at least two stimuli including insulin, levodopa,
arginine, clonidine, or glucagon. Renewal criteria: documentation of
clinical improvement, such as an increase in height velocity. 2) Growth
Hormone Gene Deletion Initial: evidence of gene deletion and (+)
neutralizing antibodies to growth hormone. Renewal criteria:
documentation of clinical improvement, such as an increase in height
velocity.

Age Restrictions

Between 2 years and 18 years of age

Prescriber Prescribed by or in consultation with an endocrinologist.
Restrictions

Coverage 12 months

Duration

Other Criteria N/A

Prerequisite Criteria DOES NOT require use of a prerequisite Part D drug.
Therapy

Required
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INGREZZA (VALBENAZINE)

Products Affected e Ingrezza

PA Criteria Criteria Details

Indications Pending CMS Review

Off-Label Uses Pending CMS Review

Exclusion Pending CMS Review
Criteria

Required Pending CMS Review
Medical

Information

Age Restrictions | Pending CMS Review

Prescriber Pending CMS Review
Restrictions

Coverage Pending CMS Review
Duration

Other Criteria Pending CMS Review

Prerequisite Pending CMS Review
Therapy
Required
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INLURIYO (IMLUNESTRANT)

Products Affected e Inluriyo
PA Criteria Criteria Details
Indications All Medically-accepted Indications.
Off-Label Uses | N/A
Exclusion N/A
Criteria
Required Medical record documentation of the diagnosis.
Medical
Information

Age Restrictions

N/A

Prescriber Prescribed by or in consultation with an oncologist.

Restrictions

Coverage Lifetime

Duration

Other Criteria Drug must be prescribed for a FDA approved indication. If prescribed for
non-cancer indication that is not FDA approved, the off-label use of the
drug must be for a medically accepted indication that is supported by
AHFS (American Hospital Formulary Service) Drug Information or
Micromedex DrugDex. If prescribed for a cancer indication that is not
FDA approved, the off-label use of the drug must be supported by NCCN
(National Comprehensive Cancer Network) guidelines, AHFS (American
Hospital Formulary Service) Drug Information, Micromedex DrugDex,
Clinical Pharmacology, Lexi-Drugs, or research found in peer reviewed
medical literature in accordance with Chapter 15 of the Medicare Benefit
Policy Manual.

Prerequisite Criteria DOES NOT require use of a prerequisite Part D drug.

Therapy

Required
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INLYTA (AXITINIB)

Products Affected e Inlyta
PA Criteria Criteria Details
Indications All Medically-accepted Indications.
Off-Label Uses | N/A
Exclusion N/A
Criteria
Required Medical record documentation of the diagnosis.
Medical
Information

Age Restrictions

N/A

Prescriber Prescribed by or in consultation with an oncologist.

Restrictions

Coverage Lifetime

Duration

Other Criteria Drug must be prescribed for a FDA approved indication. If prescribed for
non-cancer indication that is not FDA approved, the off-label use of the
drug must be for a medically accepted indication that is supported by
AHFS (American Hospital Formulary Service) Drug Information or
Micromedex DrugDex. If prescribed for a cancer indication that is not
FDA approved, the off-label use of the drug must be supported by NCCN
(National Comprehensive Cancer Network) guidelines, AHFS (American
Hospital Formulary Service) Drug Information, Micromedex DrugDex,
Clinical Pharmacology, Lexi-Drugs, or research found in peer reviewed
medical literature in accordance with Chapter 15 of the Medicare Benefit
Policy Manual.

Prerequisite Criteria DOES NOT require use of a prerequisite Part D drug.

Therapy

Required
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INQOVI (DECITABINE-CEDAZURIDINE)

Products Affected e Inqovi
PA Criteria Criteria Details
Indications All Medically-accepted Indications.
Off-Label Uses | N/A
Exclusion N/A
Criteria
Required Medical record documentation of the diagnosis.
Medical
Information

Age Restrictions

N/A

Prescriber Prescribed by or in consultation with an oncologist or hematologist.

Restrictions

Coverage Lifetime

Duration

Other Criteria Drug must be prescribed for a FDA approved indication. If prescribed for
non-cancer indication that is not FDA approved, the off-label use of the
drug must be for a medically accepted indication that is supported by
AHFS (American Hospital Formulary Service) Drug Information or
Micromedex DrugDex. If prescribed for a cancer indication that is not
FDA approved, the off-label use of the drug must be supported by NCCN
(National Comprehensive Cancer Network) guidelines, AHFS (American
Hospital Formulary Service) Drug Information, Micromedex DrugDex,
Clinical Pharmacology, Lexi-Drugs, or research found in peer reviewed
medical literature in accordance with Chapter 15 of the Medicare Benefit
Policy Manual.

Prerequisite Criteria DOES NOT require use of a prerequisite Part D drug.

Therapy

Required
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INREBIC (FEDRATINIB)

Products Affected o Inrebic
PA Criteria Criteria Details
Indications All Medically-accepted Indications.
Off-Label Uses | N/A
Exclusion N/A
Criteria
Required Medical record documentation of the diagnosis.
Medical
Information

Age Restrictions

N/A

Prescriber Prescribed by or in consultation with an oncologist or hematologist.

Restrictions

Coverage Lifetime

Duration

Other Criteria 1) Failure of Jakafi or the prescriber must provide a medical reason why
Jakafi cannot be used. 2) Drug must be prescribed for an FDA approved
indication or a medically accepted indication that is supported by AHFS
(American Hospital Formulary Service) Drug Information or Micromedex
DrugDex if for non-cancer use, or supported by NCCN Compendium,
Clinical Pharmacology, Lexi-Drugs, and acceptable medical journals for
cancer indication.

Prerequisite Criteria DOES require use of a prerequisite Part D drug.

Therapy

Required
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INSULIN ADMINISTRATION SUPPLIES

Products Affected e Alcohol Prep Pads PADS 70%

¢ Bd Insulin Syringe
Safetyglide/1ml1/29g X 1/2"

e B-d Insulin Syringe Ultrafine
[//0.3ml/31g X 5/16"

e Bd Insulin Syringe Ultra-
fine/0.5ml/30g X 12.7mm

e Bd Insulin Syringe Ultra-fine/Iml/31g
X 8mm

e Bd Pen Needle/original/ultra-fine/29g
X 12.7mm

e Curity Gauze Pads 2"x2" 12 Ply

PA Criteria Criteria Details

Indications All FDA-approved Indications.

Off-Label Uses N/A

Exclusion N/A

Criteria

Required Documentation of or claims history of insulin use.
Medical

Information

Age Restrictions | N/A

Prescriber N/A
Restrictions

Coverage 12 months
Duration

Other Criteria N/A

Prerequisite Criteria DOES require use of a prerequisite Part D drug.
Therapy
Required
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INTRAVENOUS IMMUNE GLOBULIN

Products Affected e Bivigam INJ 5GM/50ML

e Gammagard Liquid INJ
10GM/100ML, 2.5GM/25ML,
5GM/50ML

e Gammagard Liquid Erc

e Gammagard S/d Iga Less Than
Imcg/ml

e Gammaked INJ 1IGM/10ML

e Gammaplex INJ 10GM/100ML,
10GM/200ML, 20GM/200ML,
5GM/50ML

e Gamunex-c INJ IGM/10ML

e Octagam INJ IGM/20ML,
2GM/20ML

e Privigen INJ 20GM/200ML

PA Criteria Criteria Details

Indications Pending CMS Review

Off-Label Uses Pending CMS Review

Exclusion Pending CMS Review
Criteria

Required Pending CMS Review
Medical

Information

Age Restrictions | Pending CMS Review

Prescriber Pending CMS Review
Restrictions

Coverage Pending CMS Review
Duration

Other Criteria Pending CMS Review

Prerequisite Pending CMS Review
Therapy
Required
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INVEGA (PALIPERIDONE EXTENDED RELEASE

INJECTION)
Products Affected e Invega Hafyera
e Invega Trinza
PA Criteria Criteria Details
Indications All FDA-approved Indications.
Off-Label Uses | N/A
Exclusion N/A
Criteria
Required The following criteria applies to members who newly start on the drug. 1)
Medical For Invega Hafyera: medical record documentation or evidence from
Information claims history that Invega Sustenna has been used for 4 months OR that

Invega Trinza has been used for 3 months. 2) For Invega Trinza: medical
record documentation or evidence from claims history that Invega
Sustenna has been used for 4 months.

Age Restrictions | N/A

Prescriber N/A

Restrictions

Coverage Lifetime

Duration

Other Criteria N/A

Prerequisite Criteria DOES require use of a prerequisite Part D drug.
Therapy

Required
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IQIRVO (ELAFIBRANOR)

Products Affected e Igirvo

PA Criteria Criteria Details

Indications Pending CMS Review

Off-Label Uses Pending CMS Review

Exclusion Pending CMS Review
Criteria

Required Pending CMS Review
Medical

Information

Age Restrictions | Pending CMS Review

Prescriber Pending CMS Review
Restrictions

Coverage Pending CMS Review
Duration

Other Criteria Pending CMS Review

Prerequisite Pending CMS Review
Therapy
Required
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ISOTRETINOIN

Products Affected o

Accutane CAPS 10MG, 20MG,

40MG

e Amnesteem

e (laravis CAPS 10MG

e Isotretinoin CAPS 10MG, 20MG,
30MG, 40MG

e Zenatane

PA Criteria Criteria Details

Indications All FDA-approved Indications.

Off-Label Uses | N/A

Exclusion Females who are pregnant or who may become pregnant and are not using
Criteria at least two forms of contraception.

Required Medical record documentation of negative pregnancy test and use of
Medical reliable methods of birth control in females of child-bearing age.
Information

Age Restrictions

12 years of age or older

Prescriber Prescribed by or in consultation with a dermatologist.

Restrictions

Coverage 20 weeks

Duration

Other Criteria Documentation of failure of at least a 4 week trial of a) one oral antibiotic
(e.g., tetracycline, doxycycline, minocycline, or erythromycin) and b)
topical tretinoin.

Prerequisite Criteria DOES require use of a prerequisite Part D drug.

Therapy

Required
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ISTURISA (OSILODROSTAT)

Products Affected e Isturisa TABS IMG, 5SMG
PA Criteria Criteria Details
Indications All FDA-approved Indications.
Off-Label Uses | N/A
Exclusion N/A
Criteria
Required Initial: a) confirmation of a diagnosis of endogenous hypercortisolemia in
Medical adults with Cushing’s syndrome. b) prescriber attestation that surgery is
Information not an option or medical record documentation supporting that surgery

has not been curative. Renewal: Lab results showing urinary free cortisol
levels less than or equal to the upper limit of normal.

Age Restrictions

18 years of age and older

Prescriber Prescribed by or in consultation with an endocrinologist.
Restrictions

Coverage Initial: 6 months. Renewal: 12 months.

Duration

Other Criteria N/A

Prerequisite Criteria DOES NOT require use of a prerequisite Part D drug.
Therapy

Required
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ITOVEBI (INAVOLISIB)

Products Affected o Itovebi
PA Criteria Criteria Details
Indications All Medically-accepted Indications.
Off-Label Uses | N/A
Exclusion N/A
Criteria
Required Medical record documentation of the diagnosis.
Medical
Information

Age Restrictions

N/A

Prescriber Prescribed by or in consultation with an oncologist.

Restrictions

Coverage Lifetime

Duration

Other Criteria Drug must be prescribed for a FDA approved indication. If prescribed for
non-cancer indication that is not FDA approved, the off-label use of the
drug must be for a medically accepted indication that is supported by
AHFS (American Hospital Formulary Service) Drug Information or
Micromedex DrugDex. If prescribed for a cancer indication that is not
FDA approved, the off-label use of the drug must be supported by NCCN
(National Comprehensive Cancer Network) guidelines, AHFS (American
Hospital Formulary Service) Drug Information, Micromedex DrugDex,
Clinical Pharmacology, Lexi-Drugs, or research found in peer reviewed
medical literature in accordance with Chapter 15 of the Medicare Benefit
Policy Manual.

Prerequisite Criteria DOES NOT require use of a prerequisite Part D drug.

Therapy

Required
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IWILFIN (EFLORNITHINE)

Products Affected e Iwilfin
PA Criteria Criteria Details
Indications All Medically-accepted Indications.
Off-Label Uses | N/A
Exclusion N/A
Criteria
Required Medical record documentation of the diagnosis.
Medical
Information

Age Restrictions

N/A

Prescriber Prescribed by or in consultation with an oncologist.

Restrictions

Coverage Lifetime

Duration

Other Criteria Drug must be prescribed for a FDA approved indication. If prescribed for
non-cancer indication that is not FDA approved, the off-label use of the
drug must be for a medically accepted indication that is supported by
AHFS (American Hospital Formulary Service) Drug Information or
Micromedex DrugDex. If prescribed for a cancer indication that is not
FDA approved, the off-label use of the drug must be supported by NCCN
(National Comprehensive Cancer Network) guidelines, AHFS (American
Hospital Formulary Service) Drug Information, Micromedex DrugDex,
Clinical Pharmacology, Lexi-Drugs, or research found in peer reviewed
medical literature in accordance with Chapter 15 of the Medicare Benefit
Policy Manual.

Prerequisite Criteria DOES NOT require use of a prerequisite Part D drug.

Therapy

Required

174




JAKAFI (RUXOLITINIB)

Products Affected e Jakafi
e Jakafi Xr
PA Criteria Criteria Details
Indications All Medically-accepted Indications.
Off-Label Uses N/A
Exclusion N/A
Criteria
Required Medical record documentation of the diagnosis.
Medical
Information

Age Restrictions

N/A

Prescriber Prescribed by or in consultation with an oncologist, hematologist, or

Restrictions transplant specialist.

Coverage Lifetime

Duration

Other Criteria Drug must be prescribed for a FDA approved indication. If prescribed for
non-cancer indication that is not FDA approved, the off-label use of the
drug must be for a medically accepted indication that is supported by
AHFS (American Hospital Formulary Service) Drug Information or
Micromedex DrugDex. If prescribed for a cancer indication that is not
FDA approved, the off-label use of the drug must be supported by NCCN
(National Comprehensive Cancer Network) guidelines, AHFS (American
Hospital Formulary Service) Drug Information, Micromedex DrugDex,
Clinical Pharmacology, Lexi-Drugs, or research found in peer reviewed
medical literature in accordance with Chapter 15 of the Medicare Benefit
Policy Manual.

Prerequisite Criteria DOES NOT require use of a prerequisite Part D drug.

Therapy

Required
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JAYPIRCA (PIRTOBRUTINIB)

Products Affected e Jaypirca
PA Criteria Criteria Details
Indications All Medically-accepted Indications.
Off-Label Uses | N/A
Exclusion N/A
Criteria
Required Medical record documentation of the diagnosis.
Medical
Information

Age Restrictions

N/A

Prescriber Prescribed by or in consultation with an oncologist or hematologist.

Restrictions

Coverage Lifetime

Duration

Other Criteria Drug must be prescribed for a FDA approved indication. If prescribed for
non-cancer indication that is not FDA approved, the off-label use of the
drug must be for a medically accepted indication that is supported by
AHFS (American Hospital Formulary Service) Drug Information or
Micromedex DrugDex. If prescribed for a cancer indication that is not
FDA approved, the off-label use of the drug must be supported by NCCN
(National Comprehensive Cancer Network) guidelines, AHFS (American
Hospital Formulary Service) Drug Information, Micromedex DrugDex,
Clinical Pharmacology, Lexi-Drugs, or research found in peer reviewed
medical literature in accordance with Chapter 15 of the Medicare Benefit
Policy Manual.

Prerequisite Criteria DOES NOT require use of a prerequisite Part D drug.

Therapy

Required
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JIDEYTRO (ZIDESAMTINIB)

Products Affected e Jideytro
PA Criteria Criteria Details
Indications All Medically-accepted Indications.
Off-Label Uses | N/A
Exclusion N/A
Criteria
Required Medical record documentation of the diagnosis.
Medical
Information

Age Restrictions

N/A

Prescriber Prescribed by or in consultation with an oncologist.

Restrictions

Coverage Lifetime

Duration

Other Criteria Drug must be prescribed for a FDA approved indication. If prescribed for
non-cancer indication that is not FDA approved, the off-label use of the
drug must be for a medically accepted indication that is supported by
AHFS (American Hospital Formulary Service) Drug Information or
Micromedex DrugDex. If prescribed for a cancer indication that is not
FDA approved, the off-label use of the drug must be supported by NCCN
(National Comprehensive Cancer Network) guidelines, AHFS (American
Hospital Formulary Service) Drug Information, Micromedex DrugDex,
Clinical Pharmacology, Lexi-Drugs, or research found in peer reviewed
medical literature in accordance with Chapter 15 of the Medicare Benefit
Policy Manual.

Prerequisite Criteria DOES NOT require use of a prerequisite Part D drug.

Therapy

Required
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JOENJA (LENIOLISIB)

Products Affected e Joenja TABS 70MG

PA Criteria Criteria Details

Indications Pending CMS Review

Off-Label Uses Pending CMS Review

Exclusion Pending CMS Review
Criteria

Required Pending CMS Review
Medical

Information

Age Restrictions | Pending CMS Review

Prescriber Pending CMS Review
Restrictions

Coverage Pending CMS Review
Duration

Other Criteria Pending CMS Review

Prerequisite Pending CMS Review
Therapy
Required
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JOURNAVX (SUZETRIGINE)

Products Affected e Journavx
PA Criteria Criteria Details
Indications All FDA-approved Indications.
Off-Label Uses | N/A
Exclusion N/A
Criteria
Required Documentation of moderate to severe acute pain and that treatment is
Medical intended to be 14 days or less.
Information

Age Restrictions

18 years of age or older

Prescriber N/A

Restrictions

Coverage 14 days

Duration

Other Criteria Failure of, intolerance to, or contraindication to 1) an NSAID, and 2) a
short-acting opioid. Short-acting opioids are not required if there is a
history or risk of substance use disorder.

Prerequisite Criteria DOES require use of a prerequisite Part D drug.

Therapy

Required
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JUXTAPID (LOMITAPIDE)

Products Affected e Juxtapid CAPS 10MG, 20MG,
30MG, SMG
PA Criteria Criteria Details
Indications All FDA-approved Indications.
Off-Label Uses | N/A
Exclusion N/A
Criteria
Required Initial criteria: diagnosis of homozygous familial hypercholesterolemia.
Medical Renewal criteria: reduction in LDL-C.
Information
Age Restrictions | N/A
Prescriber N/A
Restrictions
Coverage Initial: 6 months. Renewal: 12 months.
Duration
Other Criteria Failure of or intolerance to: 1) ezetimibe and 2) rosuvastatin or
atorvastatin.
Prerequisite Criteria DOES require use of a prerequisite Part D drug.
Therapy
Required
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KALYDECO (IVACAFTOR)

Products Affected e Kalydeco
PA Criteria Criteria Details
Indications All FDA-approved Indications.
Off-Label Uses | N/A
Exclusion N/A
Criteria
Required Initial: mutation that is responsive to Kalydeco. Renewal: clinical benefit
Medical such as a) slowing of disease progression, or b) improvement in FEV1,
Information reduction in pulmonary exacerbation, or improvement in respiratory

symptoms.

Age Restrictions

N/A

Prescriber Prescribed by or in consultation with a pulmonologist.
Restrictions

Coverage Initial: 6 months. Renewal: 12 months.

Duration

Other Criteria N/A

Prerequisite Criteria DOES NOT require use of a prerequisite Part D drug.
Therapy

Required
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KERENDIA (FINERENONE)

Products Affected e Kerendia
PA Criteria Criteria Details
Indications All FDA-approved Indications.
Off-Label Uses | N/A
Exclusion N/A
Criteria
Required Medical record documentation of 1) a) diagnosis of chronic kidney
Medical disease associated with type 2 diabetes and b) eGFR of at least 25
Information mL/min/1.73m2 or 2) heart failure with left ventricular ejection fraction

(LVEF) greater than or equal to 40%.

Age Restrictions

18 years of age or older

Prescriber Prescribed by or in consultation with a nephrologist or a cardiologist.

Restrictions

Coverage Lifetime

Duration

Other Criteria Heart failure, initial: failure of, intolerance to, or contraindication to a
SGLT-2 inhibitor such as Farxiga.

Prerequisite Criteria DOES require use of a prerequisite Part D drug.

Therapy

Required
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KINERET (ANAKINRA)

Products Affected e Kineret

PA Criteria Criteria Details

Indications Pending CMS Review

Off-Label Uses Pending CMS Review

Exclusion Pending CMS Review
Criteria

Required Pending CMS Review
Medical

Information

Age Restrictions | Pending CMS Review

Prescriber Pending CMS Review
Restrictions

Coverage Pending CMS Review
Duration

Other Criteria Pending CMS Review

Prerequisite Pending CMS Review
Therapy
Required
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KISQALI (RIBOCICLIB)

Products Affected e Kisqgali
PA Criteria Criteria Details
Indications All Medically-accepted Indications.
Off-Label Uses | N/A
Exclusion N/A
Criteria
Required Medical record documentation of the diagnosis.
Medical
Information

Age Restrictions

N/A

Prescriber Prescribed by or in consultation with an oncologist.

Restrictions

Coverage Lifetime

Duration

Other Criteria Drug must be prescribed for a FDA approved indication. If prescribed for
non-cancer indication that is not FDA approved, the off-label use of the
drug must be for a medically accepted indication that is supported by
AHFS (American Hospital Formulary Service) Drug Information or
Micromedex DrugDex. If prescribed for a cancer indication that is not
FDA approved, the off-label use of the drug must be supported by NCCN
(National Comprehensive Cancer Network) guidelines, AHFS (American
Hospital Formulary Service) Drug Information, Micromedex DrugDex,
Clinical Pharmacology, Lexi-Drugs, or research found in peer reviewed
medical literature in accordance with Chapter 15 of the Medicare Benefit
Policy Manual.

Prerequisite Criteria DOES NOT require use of a prerequisite Part D drug.

Therapy

Required
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KOMZIFTI (ZIFTOMENIB)

Products Affected e Komzifti
PA Criteria Criteria Details
Indications All Medically-accepted Indications.
Off-Label Uses | N/A
Exclusion N/A
Criteria
Required Medical record documentation of the diagnosis.
Medical
Information

Age Restrictions

N/A

Prescriber Prescribed by or in consultation with an oncologist or hematologist.

Restrictions

Coverage Lifetime

Duration

Other Criteria Drug must be prescribed for a FDA approved indication. If prescribed for
non-cancer indication that is not FDA approved, the off-label use of the
drug must be for a medically accepted indication that is supported by
AHFS (American Hospital Formulary Service) Drug Information or
Micromedex DrugDex. If prescribed for a cancer indication that is not
FDA approved, the off-label use of the drug must be supported by NCCN
(National Comprehensive Cancer Network) guidelines, AHFS (American
Hospital Formulary Service) Drug Information, Micromedex DrugDex,
Clinical Pharmacology, Lexi-Drugs, or research found in peer reviewed
medical literature in accordance with Chapter 15 of the Medicare Benefit
Policy Manual.

Prerequisite Criteria DOES NOT require use of a prerequisite Part D drug.

Therapy

Required
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KORLYM (MIFEPRISTONE)

Products Affected e Mifepristone TABS 300MG
PA Criteria Criteria Details
Indications All FDA-approved Indications.
Off-Label Uses | N/A
Exclusion 1) Not covered for use in patients with type 2 diabetes mellitus that is not
Criteria associated with Cushing's syndrome. 2) Not covered in pregnant females.
Required Initial criteria: Documentation of failure of surgical treatment or the
Medical patient is not a candidate for surgery. Renewal criteria: documentation of
Information a reduction in HbA 1c or has reached target HbAlc.

Age Restrictions

N/A

Prescriber Prescribed by or in consultation with an endocrinologist.
Restrictions

Coverage Initial: 6 months. Renewal: Lifetime.

Duration

Other Criteria N/A

Prerequisite Criteria DOES NOT require use of a prerequisite Part D drug.
Therapy

Required
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KOSELUGO (SELUMETINIB)

Products Affected e Koselugo
PA Criteria Criteria Details
Indications All Medically-accepted Indications.
Off-Label Uses | N/A
Exclusion N/A
Criteria
Required 1) Medical record documentation of the diagnosis. 2) Medical record
Medical documentation of an inability to swallow solid oral dosage forms.
Information

Age Restrictions

N/A

Prescriber Prescribed by or in consultation with an oncologist, neurologist or

Restrictions geneticist.

Coverage Lifetime

Duration

Other Criteria Drug must be prescribed for a FDA approved indication. If prescribed for
non-cancer indication that is not FDA approved, the off-label use of the
drug must be for a medically accepted indication that is supported by
AHFS (American Hospital Formulary Service) Drug Information or
Micromedex DrugDex. If prescribed for a cancer indication that is not
FDA approved, the off-label use of the drug must be supported by NCCN
(National Comprehensive Cancer Network) guidelines, AHFS (American
Hospital Formulary Service) Drug Information, Micromedex DrugDex,
Clinical Pharmacology, Lexi-Drugs, or research found in peer reviewed
medical literature in accordance with Chapter 15 of the Medicare Benefit
Policy Manual.

Prerequisite Criteria DOES NOT require use of a prerequisite Part D drug.

Therapy

Required
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KRAZATI (ADAGRASIB)

Products Affected o Krazati
PA Criteria Criteria Details
Indications All Medically-accepted Indications.
Off-Label Uses | N/A
Exclusion N/A
Criteria
Required Medical record documentation of the diagnosis.
Medical
Information

Age Restrictions

N/A

Prescriber Prescribed by or in consultation with an oncologist.

Restrictions

Coverage Lifetime

Duration

Other Criteria Drug must be prescribed for a FDA approved indication. If prescribed for
non-cancer indication that is not FDA approved, the off-label use of the
drug must be for a medically accepted indication that is supported by
AHFS (American Hospital Formulary Service) Drug Information or
Micromedex DrugDex. If prescribed for a cancer indication that is not
FDA approved, the off-label use of the drug must be supported by NCCN
(National Comprehensive Cancer Network) guidelines, AHFS (American
Hospital Formulary Service) Drug Information, Micromedex DrugDex,
Clinical Pharmacology, Lexi-Drugs, or research found in peer reviewed
medical literature in accordance with Chapter 15 of the Medicare Benefit
Policy Manual.

Prerequisite Criteria DOES NOT require use of a prerequisite Part D drug.

Therapy

Required
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LACLUZE (LAZERTINIB)

Products Affected o Lazcluze
PA Criteria Criteria Details
Indications All Medically-accepted Indications.
Off-Label Uses | N/A
Exclusion N/A
Criteria
Required Medical record documentation of the diagnosis.
Medical
Information

Age Restrictions

N/A

Prescriber Prescribed by or in consultation with an oncologist.

Restrictions

Coverage Lifetime

Duration

Other Criteria Drug must be prescribed for a FDA approved indication. If prescribed for
non-cancer indication that is not FDA approved, the off-label use of the
drug must be for a medically accepted indication that is supported by
AHFS (American Hospital Formulary Service) Drug Information or
Micromedex DrugDex. If prescribed for a cancer indication that is not
FDA approved, the off-label use of the drug must be supported by NCCN
(National Comprehensive Cancer Network) guidelines, AHFS (American
Hospital Formulary Service) Drug Information, Micromedex DrugDex,
Clinical Pharmacology, Lexi-Drugs, or research found in peer reviewed
medical literature in accordance with Chapter 15 of the Medicare Benefit
Policy Manual.

Prerequisite Criteria DOES NOT require use of a prerequisite Part D drug.

Therapy

Required
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LAMPIT (NIFURTIMOX)

Products Affected e Lampit
PA Criteria Criteria Details
Indications All FDA-approved Indications.
Off-Label Uses | N/A
Exclusion N/A
Criteria
Required Medical record documentation of a diagnosis of Chagas disease caused by
Medical T. cruzi confirmed by detection of T. cruzi trypomastigotes on
Information microscopy, detection of T. cruzi DNA by PCR assay, or 2 positive

diagnostic serologic tests using two different techniques and antigens
showing IgG antibodies to T. cruzi.

Age Restrictions

Between 0 years and 18 years of age

Prescriber Prescribed by or in consultation with an infectious disease specialist or
Restrictions cardiologist.

Coverage 60 days

Duration

Other Criteria N/A

Prerequisite Criteria DOES NOT require use of a prerequisite Part D drug.
Therapy

Required
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LANTHANUM

Products Affected e Fosrenol PACK
e Lanthanum Carbonate

PA Criteria Criteria Details

Indications All Medically-accepted Indications.

Off-Label Uses N/A

Exclusion N/A
Criteria

Required N/A
Medical

Information

Age Restrictions | N/A

Prescriber N/A

Restrictions

Coverage Lifetime

Duration

Other Criteria When the member is receiving dialysis for end stage renal disease, the

drug will be covered under Part B and provided by the dialysis center. For
those not receiving dialysis: Trial of calcium acetate.

Prerequisite Criteria DOES require use of a prerequisite Part D drug.
Therapy
Required
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LAPATINIB

Products Affected e Lapatinib Ditosylate
PA Criteria Criteria Details
Indications All Medically-accepted Indications.
Off-Label Uses | N/A
Exclusion N/A
Criteria
Required Medical record documentation of the diagnosis.
Medical
Information

Age Restrictions

N/A

Prescriber Prescribed by or in consultation with an oncologist.

Restrictions

Coverage Lifetime

Duration

Other Criteria Drug must be prescribed for a FDA approved indication. If prescribed for
non-cancer indication that is not FDA approved, the off-label use of the
drug must be for a medically accepted indication that is supported by
AHFS (American Hospital Formulary Service) Drug Information or
Micromedex DrugDex. If prescribed for a cancer indication that is not
FDA approved, the off-label use of the drug must be supported by NCCN
(National Comprehensive Cancer Network) guidelines, AHFS (American
Hospital Formulary Service) Drug Information, Micromedex DrugDex,
Clinical Pharmacology, Lexi-Drugs, or research found in peer reviewed
medical literature in accordance with Chapter 15 of the Medicare Benefit
Policy Manual.

Prerequisite Criteria DOES NOT require use of a prerequisite Part D drug.

Therapy

Required
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LENALIDOMIDE

Products Affected ¢ Lenalidomide
PA Criteria Criteria Details
Indications All Medically-accepted Indications.
Off-Label Uses | N/A
Exclusion N/A
Criteria
Required Medical record documentation of the diagnosis.
Medical
Information

Age Restrictions

N/A

Prescriber Prescribed by or in consultation with an oncologist or hematologist.

Restrictions

Coverage Lifetime

Duration

Other Criteria Drug must be prescribed for a FDA approved indication. If prescribed for
non-cancer indication that is not FDA approved, the off-label use of the
drug must be for a medically accepted indication that is supported by
AHFS (American Hospital Formulary Service) Drug Information or
Micromedex DrugDex. If prescribed for a cancer indication that is not
FDA approved, the off-label use of the drug must be supported by NCCN
(National Comprehensive Cancer Network) guidelines, AHFS (American
Hospital Formulary Service) Drug Information, Micromedex DrugDex,
Clinical Pharmacology, Lexi-Drugs, or research found in peer reviewed
medical literature in accordance with Chapter 15 of the Medicare Benefit
Policy Manual.

Prerequisite Criteria DOES NOT require use of a prerequisite Part D drug.

Therapy

Required
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LENVIMA (LENVATINIB)

Products Affected

Lenvima 10 Mg Daily Dose
Lenvima 12mg Daily Dose
Lenvima 14 Mg Daily Dose
Lenvima 18 Mg Daily Dose
Lenvima 20 Mg Daily Dose
Lenvima 24 Mg Daily Dose
Lenvima 4 Mg Daily Dose
Lenvima 8 Mg Daily Dose
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PA Criteria

Criteria Details

Indications All Medically-accepted Indications.

Off-Label Uses | N/A

Exclusion N/A

Criteria

Required Medical record documentation of the diagnosis.
Medical

Information

Age Restrictions

N/A

Prescriber Prescribed by or in consultation with an oncologist.

Restrictions

Coverage Lifetime

Duration

Other Criteria Drug must be prescribed for a FDA approved indication. If prescribed for
non-cancer indication that is not FDA approved, the off-label use of the
drug must be for a medically accepted indication that is supported by
AHFS (American Hospital Formulary Service) Drug Information or
Micromedex DrugDex. If prescribed for a cancer indication that is not
FDA approved, the off-label use of the drug must be supported by NCCN
(National Comprehensive Cancer Network) guidelines, AHFS (American
Hospital Formulary Service) Drug Information, Micromedex DrugDex,
Clinical Pharmacology, Lexi-Drugs, or research found in peer reviewed
medical literature in accordance with Chapter 15 of the Medicare Benefit
Policy Manual.

Prerequisite Criteria DOES NOT require use of a prerequisite Part D drug.

Therapy

Required
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LEQEMBI IQLIK (LECANEMAB-IRMB)

Products Affected e Legembi Iglik INJ 360MG/1.8ML

PA Criteria Criteria Details

Indications Pending CMS Review

Off-Label Uses Pending CMS Review

Exclusion Pending CMS Review
Criteria

Required Pending CMS Review
Medical

Information

Age Restrictions | Pending CMS Review

Prescriber Pending CMS Review
Restrictions

Coverage Pending CMS Review
Duration

Other Criteria Pending CMS Review

Prerequisite Pending CMS Review
Therapy
Required
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LEUKINE (SARGRAMOSTIM)

Products Affected e Leukine INJ 250MCG
PA Criteria Criteria Details
Indications All FDA-approved Indications, Some Medically accepted Indications.
Off-Label Uses 1) AIDS Neutropenia and 2) Myelodysplastic Syndromes
Exclusion N/A
Criteria
Required Documentation of one the following: a) receiving myelosuppressive
Medical chemotherapy for a non-myeloid malignancy, receiving chemotherapy for
Information AML, post-induction chemotherapy for AML, or acute exposed to

myelosuppressive doses of radiation (Hematopoietic Subsyndrome of
Acute Radiation Syndrome), or b) BMT (allogeneic or autologous) or c)
autologous peripheral blood progenitor cell (PBPC) transplant or d)
severe chronic neutropenia and not on interferon-ribavirin based Hepatitis
C treatment or e) AIDS, or f) myelodysplastic syndromes.

Age Restrictions | N/A

Prescriber N/A

Restrictions

Coverage 6 months

Duration

Other Criteria N/A

Prerequisite Criteria DOES NOT require use of a prerequisite Part D drug.
Therapy

Required
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LIDOCAINE PATCH

Products Affected e Lidocaine PTCH 5%

PA Criteria Criteria Details

Indications All FDA-approved Indications, Some Medically accepted Indications.

Off-Label Uses 1) Diabetic peripheral neuropathy, 2) Cancer neuropathic pain, 3) Chronic
back pain, 4) Osteoarthritis of hip or knee.

Exclusion N/A
Criteria

Required N/A
Medical

Information

Age Restrictions | N/A

Prescriber N/A
Restrictions

Coverage Lifetime
Duration

Other Criteria N/A

Prerequisite Criteria DOES NOT require use of a prerequisite Part D drug.
Therapy
Required
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LIFYORLI (RELACORILANT)

Products Affected e Lifyorli
PA Criteria Criteria Details
Indications All Medically-accepted Indications.
Off-Label Uses | N/A
Exclusion N/A
Criteria
Required Medical record documentation of the diagnosis.
Medical
Information

Age Restrictions

N/A

Prescriber Prescribed by or in consultation with an oncologist.

Restrictions

Coverage Lifetime

Duration

Other Criteria Drug must be prescribed for a FDA approved indication. If prescribed for
non-cancer indication that is not FDA approved, the off-label use of the
drug must be for a medically accepted indication that is supported by
AHFS (American Hospital Formulary Service) Drug Information or
Micromedex DrugDex. If prescribed for a cancer indication that is not
FDA approved, the off-label use of the drug must be supported by NCCN
(National Comprehensive Cancer Network) guidelines, AHFS (American
Hospital Formulary Service) Drug Information, Micromedex DrugDex,
Clinical Pharmacology, Lexi-Drugs, or research found in peer reviewed
medical literature in accordance with Chapter 15 of the Medicare Benefit
Policy Manual.

Prerequisite Criteria DOES NOT require use of a prerequisite Part D drug.

Therapy

Required
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LISDEXAMFETAMINE

Products Affected e Lisdexamfetamine Dimesylate CAPS

PA Criteria Criteria Details

Indications All FDA-approved Indications.

Off-Label Uses N/A

Exclusion N/A
Criteria

Required N/A
Medical

Information

Age Restrictions | N/A

Prescriber N/A
Restrictions

Coverage Lifetime
Duration

Other Criteria Attention deficit hyperactivity disorder only: trial of 1) amphetamine-
dextroamphetamine ER capsules or dextroamphetamine ER and 2)
methylphenidate ER or dexmethylphenidate ER.

Prerequisite Criteria DOES require use of a prerequisite Part D drug.
Therapy
Required
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LITHIUM SOLUTION

Products Affected e Lithium

PA Criteria Criteria Details

Indications All FDA-approved Indications.

Off-Label Uses N/A

Exclusion N/A
Criteria

Required N/A
Medical

Information

Age Restrictions | N/A

Prescriber N/A

Restrictions

Coverage Lifetime

Duration

Other Criteria The following criteria only applies to members who newly start on the

drug: Medical record documentation of an inability to swallow solid
dosage forms.

Prerequisite Criteria DOES NOT require use of a prerequisite Part D drug.
Therapy
Required
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LIVDELZI (SELADELPAR)

Products Affected e Livdelzi

PA Criteria Criteria Details

Indications Pending CMS Review

Off-Label Uses Pending CMS Review

Exclusion Pending CMS Review
Criteria

Required Pending CMS Review
Medical

Information

Age Restrictions | Pending CMS Review

Prescriber Pending CMS Review
Restrictions

Coverage Pending CMS Review
Duration

Other Criteria Pending CMS Review

Prerequisite Pending CMS Review
Therapy
Required
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LIVMARLI (MARALIXIBAT)

Products Affected e Livmarli
PA Criteria Criteria Details
Indications All FDA-approved Indications.
Off-Label Uses | N/A
Exclusion N/A
Criteria
Required Initial: Medical record documentation of pruritis associated with Alagille
Medical syndrome OR cholestatic pruritis due to progressive familial intrahepatic
Information cholestasis (PFIC). Renewal: Medical record documentation of clinical

benefit, such as a decrease in pruritis, or improvement in quality of life.

Age Restrictions | N/A

Prescriber N/A

Restrictions

Coverage Initial: 6 months. Renewal: 12 months.

Duration

Other Criteria N/A

Prerequisite Criteria DOES NOT require use of a prerequisite Part D drug.
Therapy

Required
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LIVTENCITY (MARIBAVIR)

Products Affected e Livtencity

PA Criteria Criteria Details

Indications Pending CMS Review

Off-Label Uses Pending CMS Review

Exclusion Pending CMS Review
Criteria

Required Pending CMS Review
Medical

Information

Age Restrictions | Pending CMS Review

Prescriber Pending CMS Review
Restrictions

Coverage Pending CMS Review
Duration

Other Criteria Pending CMS Review

Prerequisite Pending CMS Review
Therapy
Required
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LODOCO (CV COLCHICINE)

Products Affected e Lodoco
PA Criteria Criteria Details
Indications All FDA-approved Indications.
Off-Label Uses | N/A
Exclusion N/A
Criteria
Required Documentation of established atherosclerotic cardiovascular disease or
Medical multiple risk factors for cardiovascular disease.
Information

Age Restrictions

N/A

Prescriber Prescribed by or in consultation with a cardiologist or lipid specialist.

Restrictions

Coverage Lifetime

Duration

Other Criteria Failure of or intolerance to two statins, such as atorvastatin or
rosuvastatin.

Prerequisite Criteria DOES require use of a prerequisite Part D drug.

Therapy

Required

205




L ONSURF (TRIFLURIDINE-TIPIRACIL)

Products Affected e Lonsurf
PA Criteria Criteria Details
Indications All Medically-accepted Indications.
Off-Label Uses N/A
Exclusion N/A
Criteria
Required Medical record documentation of the diagnosis.
Medical
Information

Age Restrictions

N/A

Prescriber Prescribed by or in consultation with an oncologist.

Restrictions

Coverage Lifetime

Duration

Other Criteria Drug must be prescribed for a FDA approved indication. If prescribed for
non-cancer indication that is not FDA approved, the off-label use of the
drug must be for a medically accepted indication that is supported by
AHFS (American Hospital Formulary Service) Drug Information or
Micromedex DrugDex. If prescribed for a cancer indication that is not
FDA approved, the off-label use of the drug must be supported by NCCN
(National Comprehensive Cancer Network) guidelines, AHFS (American
Hospital Formulary Service) Drug Information, Micromedex DrugDex,
Clinical Pharmacology, Lexi-Drugs, or research found in peer reviewed
medical literature in accordance with Chapter 15 of the Medicare Benefit
Policy Manual.

Prerequisite Criteria DOES NOT require use of a prerequisite Part D drug.

Therapy

Required
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LORBRENA (LORLATINIB)

Products Affected e Lorbrena
PA Criteria Criteria Details
Indications All Medically-accepted Indications.
Off-Label Uses | N/A
Exclusion N/A
Criteria
Required Medical record documentation of the diagnosis.
Medical
Information

Age Restrictions

N/A

Prescriber Prescribed by or in consultation with an oncologist.

Restrictions

Coverage Lifetime

Duration

Other Criteria Drug must be prescribed for a FDA approved indication. If prescribed for
non-cancer indication that is not FDA approved, the off-label use of the
drug must be for a medically accepted indication that is supported by
AHFS (American Hospital Formulary Service) Drug Information or
Micromedex DrugDex. If prescribed for a cancer indication that is not
FDA approved, the off-label use of the drug must be supported by NCCN
(National Comprehensive Cancer Network) guidelines, AHFS (American
Hospital Formulary Service) Drug Information, Micromedex DrugDex,
Clinical Pharmacology, Lexi-Drugs, or research found in peer reviewed
medical literature in accordance with Chapter 15 of the Medicare Benefit
Policy Manual.

Prerequisite Criteria DOES NOT require use of a prerequisite Part D drug.

Therapy

Required
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LUCEMYRA (LOFEXIDINE)

Products Affected e Lofexidine Hydrochloride

PA Criteria Criteria Details

Indications All FDA-approved Indications.

Off-Label Uses N/A

Exclusion N/A
Criteria

Required N/A
Medical

Information

Age Restrictions | N/A

Prescriber N/A
Restrictions

Coverage 14 days
Duration

Other Criteria N/A

Prerequisite Criteria DOES NOT require use of a prerequisite Part D drug.
Therapy
Required
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LUMAKRAS (SOTORASIB)

Products Affected e Lumakras
PA Criteria Criteria Details
Indications All Medically-accepted Indications.
Off-Label Uses | N/A
Exclusion N/A
Criteria
Required Medical record documentation of the diagnosis.
Medical
Information

Age Restrictions

N/A

Prescriber Prescribed by or in consultation with an oncologist.

Restrictions

Coverage Lifetime

Duration

Other Criteria Drug must be prescribed for a FDA approved indication. If prescribed for
non-cancer indication that is not FDA approved, the off-label use of the
drug must be for a medically accepted indication that is supported by
AHFS (American Hospital Formulary Service) Drug Information or
Micromedex DrugDex. If prescribed for a cancer indication that is not
FDA approved, the off-label use of the drug must be supported by NCCN
(National Comprehensive Cancer Network) guidelines, AHFS (American
Hospital Formulary Service) Drug Information, Micromedex DrugDex,
Clinical Pharmacology, Lexi-Drugs, or research found in peer reviewed
medical literature in accordance with Chapter 15 of the Medicare Benefit
Policy Manual.

Prerequisite Criteria DOES NOT require use of a prerequisite Part D drug.

Therapy

Required
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LUPKYNIS (VOCLOSPORIN)

Products Affected e Lupkynis

PA Criteria Criteria Details

Indications Pending CMS Review

Off-Label Uses Pending CMS Review

Exclusion Pending CMS Review
Criteria

Required Pending CMS Review
Medical

Information

Age Restrictions | Pending CMS Review

Prescriber Pending CMS Review
Restrictions

Coverage Pending CMS Review
Duration

Other Criteria Pending CMS Review

Prerequisite Pending CMS Review
Therapy
Required
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LUPRON (LEUPROLIDE ACETATE)

Products Affected e Lupron Depot (1-month) INJ 3.75MG
e Lupron Depot (3-month) INJ 11.25MG

PA Criteria Criteria Details

Indications Pending CMS Review

Off-Label Uses Pending CMS Review

Exclusion Pending CMS Review
Criteria

Required Pending CMS Review
Medical

Information

Age Restrictions | Pending CMS Review

Prescriber Pending CMS Review
Restrictions

Coverage Pending CMS Review
Duration

Other Criteria Pending CMS Review

Prerequisite Pending CMS Review
Therapy
Required
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LYBALVI (OLANZAPINE-SAMIDORPHAN)

Products Affected e Lybalvi

PA Criteria Criteria Details

Indications All FDA-approved Indications.

Off-Label Uses | N/A

Exclusion Patients using opioids or undergoing acute opioid withdrawal.

Criteria

Required N/A

Medical

Information

Age Restrictions | N/A

Prescriber N/A

Restrictions

Coverage Lifetime

Duration

Other Criteria The following criteria applies to members who newly start on the drug:
Failure of two of the following: risperidone, aripiprazole, quetiapine IR
and ER, ziprasidone, or asenapine (requires step therapy for new starts).

Prerequisite Criteria DOES require use of a prerequisite Part D drug.

Therapy

Required
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LYNPARZA (OLAPARIB)

Products Affected e Lynparza TABS
PA Criteria Criteria Details
Indications All Medically-accepted Indications.
Off-Label Uses | N/A
Exclusion N/A
Criteria
Required Medical record documentation of the diagnosis.
Medical
Information

Age Restrictions

N/A

Prescriber Prescribed by or in consultation with an oncologist.

Restrictions

Coverage Lifetime

Duration

Other Criteria Drug must be prescribed for a FDA approved indication. If prescribed for
non-cancer indication that is not FDA approved, the off-label use of the
drug must be for a medically accepted indication that is supported by
AHFS (American Hospital Formulary Service) Drug Information or
Micromedex DrugDex. If prescribed for a cancer indication that is not
FDA approved, the off-label use of the drug must be supported by NCCN
(National Comprehensive Cancer Network) guidelines, AHFS (American
Hospital Formulary Service) Drug Information, Micromedex DrugDex,
Clinical Pharmacology, Lexi-Drugs, or research found in peer reviewed
medical literature in accordance with Chapter 15 of the Medicare Benefit
Policy Manual.

Prerequisite Criteria DOES NOT require use of a prerequisite Part D drug.

Therapy

Required

213




LYTGOBI (FUTIBATINIB)

Products Affected e Lytgobi
PA Criteria Criteria Details
Indications All Medically-accepted Indications.
Off-Label Uses | N/A
Exclusion N/A
Criteria
Required Medical record documentation of the diagnosis.
Medical
Information

Age Restrictions

N/A

Prescriber Prescribed by or in consultation with an oncologist.

Restrictions

Coverage Lifetime

Duration

Other Criteria Drug must be prescribed for a FDA approved indication. If prescribed for
non-cancer indication that is not FDA approved, the off-label use of the
drug must be for a medically accepted indication that is supported by
AHFS (American Hospital Formulary Service) Drug Information or
Micromedex DrugDex. If prescribed for a cancer indication that is not
FDA approved, the off-label use of the drug must be supported by NCCN
(National Comprehensive Cancer Network) guidelines, AHFS (American
Hospital Formulary Service) Drug Information, Micromedex DrugDex,
Clinical Pharmacology, Lexi-Drugs, or research found in peer reviewed
medical literature in accordance with Chapter 15 of the Medicare Benefit
Policy Manual.

Prerequisite Criteria DOES NOT require use of a prerequisite Part D drug.

Therapy

Required
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MACITENTAN

Products Affected e Macitentan
PA Criteria Criteria Details
Indications All FDA-approved Indications.
Off-Label Uses | N/A
Exclusion Pregnancy
Criteria
Required Documentation of World Health Organization (WHO) functional class II-
Medical IV.
Information

Age Restrictions

N/A

Prescriber Prescribed by or in consultation with a pulmonologist or cardiologist.

Restrictions

Coverage Lifetime

Duration

Other Criteria Failure of or contraindication to 1) sildenafil or tadalafil and 2) bosentan
or ambrisentan. All require prior authorization.

Prerequisite Criteria DOES require use of a prerequisite Part D drug.

Therapy

Required
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MAYZENT (SIPONIMOD)

Products Affected o

Mayzent
e Mayzent Starter Pack

PA Criteria Criteria Details
Indications All FDA-approved Indications.
Off-Label Uses N/A

Exclusion N/A

Criteria

Required N/A

Medical

Information

Age Restrictions | N/A

Prescriber Prescribed by or in consultation with a neurologist.

Restrictions

Coverage Lifetime

Duration

Other Criteria Documentation that Mayzent is being requested for monotherapy and is
not intended to be used in combination with other multiple sclerosis
agents.

Prerequisite Criteria DOES NOT require use of a prerequisite Part D drug.

Therapy

Required
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MEBENDAZOLE

Products Affected e Emverm
PA Criteria Criteria Details
Indications All FDA-approved Indications.
Off-Label Uses | N/A
Exclusion N/A
Criteria
Required Medical record confirmation of an infection caused by Ancylostoma
Medical duodenale (common hookworm), Necator americanus (American
Information hookworm), Enterobius vermicularis (pinworm), Trichuris , (wWhipworm),

or Ascaris lumbricoides (common roundworm).

Age Restrictions | N/A

Prescriber N/A

Restrictions

Coverage 1 month

Duration

Other Criteria N/A

Prerequisite Criteria DOES NOT require use of a prerequisite Part D drug.
Therapy

Required
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MEKINIST (TRAMETINIB)

Products Affected e Mekinist
PA Criteria Criteria Details
Indications All Medically-accepted Indications.
Off-Label Uses | N/A
Exclusion N/A
Criteria
Required Medical record documentation of the diagnosis.
Medical
Information

Age Restrictions

N/A

Prescriber Prescribed by or in consultation with an oncologist.

Restrictions

Coverage Lifetime

Duration

Other Criteria Drug must be prescribed for a FDA approved indication. If prescribed for
non-cancer indication that is not FDA approved, the off-label use of the
drug must be for a medically accepted indication that is supported by
AHFS (American Hospital Formulary Service) Drug Information or
Micromedex DrugDex. If prescribed for a cancer indication that is not
FDA approved, the off-label use of the drug must be supported by NCCN
(National Comprehensive Cancer Network) guidelines, AHFS (American
Hospital Formulary Service) Drug Information, Micromedex DrugDex,
Clinical Pharmacology, Lexi-Drugs, or research found in peer reviewed
medical literature in accordance with Chapter 15 of the Medicare Benefit
Policy Manual.

Prerequisite Criteria DOES NOT require use of a prerequisite Part D drug.

Therapy

Required
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MEKTOVI (BINIMETINIB)

Products Affected e Mektovi
PA Criteria Criteria Details
Indications All Medically-accepted Indications.
Off-Label Uses | N/A
Exclusion N/A
Criteria
Required Medical record documentation of the diagnosis.
Medical
Information

Age Restrictions

N/A

Prescriber Prescribed by or in consultation with an oncologist.

Restrictions

Coverage Lifetime

Duration

Other Criteria Drug must be prescribed for a FDA approved indication. If prescribed for
non-cancer indication that is not FDA approved, the off-label use of the
drug must be for a medically accepted indication that is supported by
AHFS (American Hospital Formulary Service) Drug Information or
Micromedex DrugDex. If prescribed for a cancer indication that is not
FDA approved, the off-label use of the drug must be supported by NCCN
(National Comprehensive Cancer Network) guidelines, AHFS (American
Hospital Formulary Service) Drug Information, Micromedex DrugDex,
Clinical Pharmacology, Lexi-Drugs, or research found in peer reviewed
medical literature in accordance with Chapter 15 of the Medicare Benefit
Policy Manual.

Prerequisite Criteria DOES NOT require use of a prerequisite Part D drug.

Therapy

Required
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MERCAPTOPURINE SUSPENSION

Products Affected e Mercaptopurine SUSP

PA Criteria Criteria Details

Indications Pending CMS Review

Off-Label Uses Pending CMS Review

Exclusion Pending CMS Review
Criteria

Required Pending CMS Review
Medical

Information

Age Restrictions | Pending CMS Review

Prescriber Pending CMS Review
Restrictions

Coverage Pending CMS Review
Duration

Other Criteria Pending CMS Review

Prerequisite Pending CMS Review
Therapy
Required
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METHITEST (METHYLTESTOSTERONE)

Products Affected e Methitest
PA Criteria Criteria Details
Indications All FDA-approved Indications.
Off-Label Uses | N/A
Exclusion 1) Men with carcinoma of the breast. 2) Men with known or suspected
Criteria carcinoma of the prostate.
Required 1) For members newly started on the drug for the treatment of primary or
Medical secondary hypogonadism: a) total testosterone level less than 300 ng/dL
Information or b) free testosterone level below the normal range for age and gender. 2)

Delayed puberty: Skeletal age of at least 12 or chronological age of at
least 14.

Age Restrictions

N/A

Prescriber Prescribed by or in consultation with an oncologist for metastatic breast

Restrictions cancer.

Coverage Delayed puberty: 6 months. All other diagnoses: Lifetime.

Duration

Other Criteria For treatment of secondary hypogonadism: failure of testosterone
cypionate and topical testosterone gel.

Prerequisite Criteria DOES require use of a prerequisite Part D drug.

Therapy

Required
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METHOTREXATE SOLUTION

Products Affected e Jylamvo
e Xatmep

PA Criteria Criteria Details

Indications All Medically-accepted Indications.

Off-Label Uses N/A

Exclusion N/A
Criteria

Required N/A
Medical

Information

Age Restrictions | N/A

Prescriber N/A

Restrictions

Coverage Lifetime

Duration

Other Criteria 1) The following criteria applies to members who newly start on the drug:

documentation of an inability to swallow solid dosage forms. 2) For the
treatment of cancer, Part B versus D determination will be made to
determine coverage.

Prerequisite Criteria DOES NOT require use of a prerequisite Part D drug.
Therapy
Required
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METYROSINE

Products Affected e Metyrosine
PA Criteria Criteria Details
Indications All FDA-approved Indications.
Off-Label Uses | N/A
Exclusion N/A
Criteria
Required Documentation of scheduled surgical resection or if no surgical
Medical intervention planned, documentation of contraindication to surgery or
Information malignant pheochromocytoma.

Age Restrictions

N/A

Prescriber Prescribed by or in consultation with an endocrinologist, oncologist or
Restrictions nephrologist.

Coverage 12 months

Duration

Other Criteria N/A

Prerequisite Criteria DOES NOT require use of a prerequisite Part D drug.
Therapy

Required
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MILNACIPRAN

Products Affected e Milnacipran Hydrochloride

PA Criteria Criteria Details

Indications All FDA-approved Indications.

Off-Label Uses N/A

Exclusion N/A

Criteria

Required Medical record documentation of a diagnosis of fibromyalgia.
Medical

Information

Age Restrictions | N/A

Prescriber N/A

Restrictions

Coverage Lifetime

Duration

Other Criteria Failure of two of the following: pregabalin, duloxetine, or amitriptyline.
Prerequisite Criteria DOES require use of a prerequisite Part D drug.

Therapy

Required
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MIPLYFFA (ARIMOCLOMOL)

Products Affected e Miplyffa
PA Criteria Criteria Details
Indications All FDA-approved Indications.
Off-Label Uses | N/A
Exclusion N/A
Criteria
Required Initial: a) confirmation of a diagnosis of Niemann-Pick disease type C
Medical (NPC) by genetic testing, b) documentation of neurologic symptoms due
Information to NPC, and ¢) documentation that Miplyffa will be prescribed in

combination with miglustat.

Age Restrictions

N/A

Prescriber Prescribed by or in consultation with a geneticist or neurologist.
Restrictions

Coverage Lifetime

Duration

Other Criteria N/A

Prerequisite Criteria DOES NOT require use of a prerequisite Part D drug.
Therapy

Required
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MODAFINIL

Products Affected e Modafinil TABS

PA Criteria Criteria Details

Indications Pending CMS Review

Off-Label Uses Pending CMS Review

Exclusion Pending CMS Review
Criteria

Required Pending CMS Review
Medical

Information

Age Restrictions | Pending CMS Review

Prescriber Pending CMS Review
Restrictions

Coverage Pending CMS Review
Duration

Other Criteria Pending CMS Review

Prerequisite Pending CMS Review
Therapy
Required
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MODEYSO (DORDAVIPRONE)

Products Affected e Modeyso
PA Criteria Criteria Details
Indications All Medically-accepted Indications.
Off-Label Uses | N/A
Exclusion N/A
Criteria
Required Medical record documentation of the diagnosis.
Medical
Information

Age Restrictions

N/A

Prescriber Prescribed by or in consultation with an oncologist.

Restrictions

Coverage Lifetime

Duration

Other Criteria Drug must be prescribed for a FDA approved indication. If prescribed for
non-cancer indication that is not FDA approved, the off-label use of the
drug must be for a medically accepted indication that is supported by
AHFS (American Hospital Formulary Service) Drug Information or
Micromedex DrugDex. If prescribed for a cancer indication that is not
FDA approved, the off-label use of the drug must be supported by NCCN
(National Comprehensive Cancer Network) guidelines, AHFS (American
Hospital Formulary Service) Drug Information, Micromedex DrugDex,
Clinical Pharmacology, Lexi-Drugs, or research found in peer reviewed
medical literature in accordance with Chapter 15 of the Medicare Benefit
Policy Manual.

Prerequisite Criteria DOES NOT require use of a prerequisite Part D drug.

Therapy

Required
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MOUNJARO (TIRZEPATIDE)

Products Affected e Mounjaro

PA Criteria Criteria Details

Indications All FDA-approved Indications.

Off-Label Uses N/A

Exclusion N/A

Criteria

Required Medical record documentation of a diagnosis of type 2 diabetes.
Medical

Information

Age Restrictions | N/A

Prescriber N/A
Restrictions

Coverage Lifetime
Duration

Other Criteria N/A

Prerequisite Criteria DOES NOT require use of a prerequisite Part D drug.
Therapy
Required
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MOVANTIK (NALOXEGOL OXALATE)

Products Affected e Movantik
PA Criteria Criteria Details
Indications All FDA-approved Indications.
Off-Label Uses | N/A
Exclusion N/A
Criteria
Required Opioid-induced constipation in adults with chronic non-cancer pain:
Medical documentation of fewer than 3 spontaneous bowel movements per week.
Information

Age Restrictions

18 years of age or older

Prescriber N/A

Restrictions

Coverage Lifetime

Duration

Other Criteria N/A

Prerequisite Criteria DOES NOT require use of a prerequisite Part D drug.
Therapy

Required
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MULPLETA (LUSUTROMBOPAG)

Products Affected e Mulpleta

PA Criteria Criteria Details

Indications All FDA-approved Indications.

Off-Label Uses N/A

Exclusion N/A

Criteria

Required Platelets less than 50k.
Medical

Information

Age Restrictions | N/A

Prescriber Prescribed by or in consultation with a gastroenterologist, hematologist,
Restrictions hepatologist or surgeon.

Coverage 7 days

Duration

Other Criteria Documentation of upcoming procedure.

Prerequisite Criteria DOES NOT require use of a prerequisite Part D drug.

Therapy

Required
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MULTAQ (DRONEDARONE)

Products Affected e Multaq

PA Criteria Criteria Details

Indications Pending CMS Review

Off-Label Uses Pending CMS Review

Exclusion Pending CMS Review
Criteria

Required Pending CMS Review
Medical

Information

Age Restrictions | Pending CMS Review

Prescriber Pending CMS Review
Restrictions

Coverage Pending CMS Review
Duration

Other Criteria Pending CMS Review

Prerequisite Pending CMS Review
Therapy
Required
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MYALEPT (METRELEPTIN)

Products Affected e Myalept

PA Criteria Criteria Details

Indications Pending CMS Review

Off-Label Uses Pending CMS Review

Exclusion Pending CMS Review
Criteria

Required Pending CMS Review
Medical

Information

Age Restrictions | Pending CMS Review

Prescriber Pending CMS Review
Restrictions

Coverage Pending CMS Review
Duration

Other Criteria Pending CMS Review

Prerequisite Pending CMS Review
Therapy
Required
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MYCAPSSA (OCTREOTIDE)

Products Affected e Mycapssa
PA Criteria Criteria Details
Indications All FDA-approved Indications.
Off-Label Uses | N/A
Exclusion N/A
Criteria
Required Initial: Medical record documentation showing: 1) a diagnosis of
Medical acromegaly, 2) response and tolerance to treatment with octreotide or
Information lanreotide, and 3) that it is not appropriate to continue treatment with

injection or depot. Renewal: documentation of IGF-1 normalization or
symptom improvement.

Age Restrictions | N/A

Prescriber N/A

Restrictions

Coverage 12 months

Duration

Other Criteria N/A

Prerequisite Criteria DOES require use of a prerequisite Part D drug.
Therapy

Required
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MYFEMBREE (RELUGOLIX-ESTRADIOL-
NORETHINDRONE)

Products Affected e Myfembree

PA Criteria Criteria Details

Indications Pending CMS Review

Off-Label Uses Pending CMS Review

Exclusion Pending CMS Review
Criteria

Required Pending CMS Review
Medical

Information

Age Restrictions | Pending CMS Review

Prescriber Pending CMS Review
Restrictions

Coverage Pending CMS Review
Duration

Other Criteria Pending CMS Review

Prerequisite Pending CMS Review
Therapy
Required
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MYQORZO (AFICAMTEN)

Products Affected e Myqorzo
PA Criteria Criteria Details
Indications All FDA-approved Indications.
Off-Label Uses | N/A
Exclusion N/A
Criteria
Required Initial: 1) medical record documentation of NYHA class II or III
Medical obstructive hypertrophic cardiomyopathy and 2) documentation of left
Information ventricular ejection fraction of greater than or equal to 55%. Renewal: 1)

documentation of left ventricular ejection fraction of greater than 40% and
2) improvement in symptoms or functioning.

Age Restrictions

18 years of age or older

Prescriber Prescribed by or in consultation with a cardiologist
Restrictions

Coverage Initial: 6 months. Renewal: 12 months.

Duration

Other Criteria N/A

Prerequisite Criteria DOES NOT require use of a prerequisite Part D drug.
Therapy

Required
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NERLYNX (NERATINIB)

Products Affected e Nerlynx
PA Criteria Criteria Details
Indications All Medically-accepted Indications.
Off-Label Uses | N/A
Exclusion N/A
Criteria
Required Medical record documentation of the diagnosis.
Medical
Information

Age Restrictions

N/A

Prescriber Prescribed by or in consultation with an oncologist.

Restrictions

Coverage Lifetime

Duration

Other Criteria Drug must be prescribed for a FDA approved indication. If not prescribed
for a FDA approved indication, the off-label use of the drug must be for a
medically accepted indication that is supported by AHFS (American
Hospital Formulary Service) Drug Information, NCCN (National
Comprehensive Cancer Network) guidelines, Micromedex DrugDex or
peer reviewed medical literature in accordance with Chapter 15 of the
Medicare Benefit Policy Manual.

Prerequisite Criteria DOES NOT require use of a prerequisite Part D drug.

Therapy

Required

236




NEXLETOL (BEMPEDOIC ACID)

Products Affected e Nexletol

PA Criteria Criteria Details

Indications Pending CMS Review

Off-Label Uses Pending CMS Review

Exclusion Pending CMS Review
Criteria

Required Pending CMS Review
Medical

Information

Age Restrictions | Pending CMS Review

Prescriber Pending CMS Review
Restrictions

Coverage Pending CMS Review
Duration

Other Criteria Pending CMS Review

Prerequisite Pending CMS Review
Therapy
Required
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NEXLIZET (BEMPEDOIC ACID AND EZETIMIBE)

Products Affected e Nexlizet

PA Criteria Criteria Details

Indications Pending CMS Review

Off-Label Uses Pending CMS Review

Exclusion Pending CMS Review
Criteria

Required Pending CMS Review
Medical

Information

Age Restrictions | Pending CMS Review

Prescriber Pending CMS Review
Restrictions

Coverage Pending CMS Review
Duration

Other Criteria Pending CMS Review

Prerequisite Pending CMS Review
Therapy
Required
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NILOTINIB

Products Affected e Danziten
¢ Nilotinib Hydrochloride
PA Criteria Criteria Details
Indications Pending CMS Review
Off-Label Uses Pending CMS Review
Exclusion Pending CMS Review
Criteria
Required Pending CMS Review
Medical
Information
Age Restrictions | Pending CMS Review
Prescriber Pending CMS Review
Restrictions
Coverage Pending CMS Review
Duration
Other Criteria Pending CMS Review
Prerequisite Pending CMS Review
Therapy
Required
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NINLARO (IXAZOMIB)

Products Affected e Ninlaro
PA Criteria Criteria Details
Indications All Medically-accepted Indications.
Off-Label Uses | N/A
Exclusion N/A
Criteria
Required Medical record documentation of the diagnosis.
Medical
Information

Age Restrictions

N/A

Prescriber Prescribed by or in consultation with an oncologist or hematologist.

Restrictions

Coverage Lifetime

Duration

Other Criteria Drug must be prescribed for a FDA approved indication. If prescribed for
non-cancer indication that is not FDA approved, the off-label use of the
drug must be for a medically accepted indication that is supported by
AHFS (American Hospital Formulary Service) Drug Information or
Micromedex DrugDex. If prescribed for a cancer indication that is not
FDA approved, the off-label use of the drug must be supported by NCCN
(National Comprehensive Cancer Network) guidelines, AHFS (American
Hospital Formulary Service) Drug Information, Micromedex DrugDex,
Clinical Pharmacology, Lexi-Drugs, or research found in peer reviewed
medical literature in accordance with Chapter 15 of the Medicare Benefit
Policy Manual.

Prerequisite Criteria DOES NOT require use of a prerequisite Part D drug.

Therapy

Required
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NITAZOXANIDE

Products Affected e Nitazoxanide TABS
PA Criteria Criteria Details
Indications All FDA-approved Indications, Some Medically accepted Indications.
Off-Label Uses | Cryptosporidiosis in HIV infected patients
Exclusion N/A
Criteria
Required For diagnosis of cryptosporidiosis in HIV infected patients:
Medical documentation that the patient is on antiretroviral therapy (ART) or if the
Information patient is not on ART then ART is being initiated.
Age Restrictions | N/A
Prescriber N/A
Restrictions
Coverage Cryptosporidiosis and Giardiasis: 3 days. Cryptosporidiosis, HIV: 14
Duration days.
Other Criteria For suspension: documentation that the tablet is not indicated for the
member's age, or of an inability to take solid oral dosage forms.
Prerequisite Criteria DOES NOT require use of a prerequisite Part D drug.
Therapy
Required
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NITISINONE

Products Affected e Nitisinone
e Orfadin SUSP

PA Criteria Criteria Details

Indications Pending CMS Review

Off-Label Uses Pending CMS Review

Exclusion Pending CMS Review
Criteria

Required Pending CMS Review
Medical

Information

Age Restrictions | Pending CMS Review

Prescriber Pending CMS Review
Restrictions

Coverage Pending CMS Review
Duration

Other Criteria Pending CMS Review

Prerequisite Pending CMS Review
Therapy
Required
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NITYR (NITISINONE)

Products Affected e Nityr

PA Criteria Criteria Details

Indications Pending CMS Review

Off-Label Uses Pending CMS Review

Exclusion Pending CMS Review
Criteria

Required Pending CMS Review
Medical

Information

Age Restrictions | Pending CMS Review

Prescriber Pending CMS Review
Restrictions

Coverage Pending CMS Review
Duration

Other Criteria Pending CMS Review

Prerequisite Pending CMS Review
Therapy
Required
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NUBEQA (DAROLUTAMIDE)

Products Affected e Nubeqa

PA Criteria Criteria Details

Indications Pending CMS Review

Off-Label Uses Pending CMS Review

Exclusion Pending CMS Review
Criteria

Required Pending CMS Review
Medical

Information

Age Restrictions | Pending CMS Review

Prescriber Pending CMS Review
Restrictions

Coverage Pending CMS Review
Duration

Other Criteria Pending CMS Review

Prerequisite Pending CMS Review
Therapy
Required
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NUCALA (MEPOLIZUMAB)

Products Affected e Nucala

PA Criteria Criteria Details

Indications Pending CMS Review

Off-Label Uses Pending CMS Review

Exclusion Pending CMS Review
Criteria

Required Pending CMS Review
Medical

Information

Age Restrictions | Pending CMS Review

Prescriber Pending CMS Review
Restrictions

Coverage Pending CMS Review
Duration

Other Criteria Pending CMS Review

Prerequisite Pending CMS Review
Therapy
Required
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NUPLAZID (PIMAVANSERIN)

Products Affected e Nuplazid CAPS
e Nuplazid TABS 10MG

PA Criteria Criteria Details

Indications Pending CMS Review

Off-Label Uses Pending CMS Review

Exclusion Pending CMS Review
Criteria

Required Pending CMS Review
Medical

Information

Age Restrictions | Pending CMS Review

Prescriber Pending CMS Review
Restrictions

Coverage Pending CMS Review
Duration

Other Criteria Pending CMS Review

Prerequisite Pending CMS Review
Therapy
Required
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NURTEC (RIMEGEPANT)

Products Affected e Nurtec

PA Criteria Criteria Details

Indications Pending CMS Review

Off-Label Uses Pending CMS Review

Exclusion Pending CMS Review
Criteria

Required Pending CMS Review
Medical

Information

Age Restrictions | Pending CMS Review

Prescriber Pending CMS Review
Restrictions

Coverage Pending CMS Review
Duration

Other Criteria Pending CMS Review

Prerequisite Pending CMS Review
Therapy
Required
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ODACTRA (DUST MITE ALLERGEN)

Products Affected e Odactra
PA Criteria Criteria Details
Indications All FDA-approved Indications.
Off-Label Uses | N/A
Exclusion N/A
Criteria
Required Documentation of a positive skin test to licensed house dust mite allergen
Medical extracts or positive in vitro testing for IgE antibodies to
Information Dermatophagoides farinae or Dermatophagoides pteronyssinus house dust

mites.

Age Restrictions

65 years of age or younger

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

Restrictions

Coverage Lifetime

Duration

Other Criteria Failure of or contraindication to 1) an oral or nasal antihistamine such as
desloratadine tablets or azelastine nasal spray) and 2) an intranasal
corticosteroid such as flunisolide nasal spray.

Prerequisite Criteria DOES require use of a prerequisite Part D drug.

Therapy

Required
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ODOMZO (SONIDEGIB)

Products Affected e Odomzo
PA Criteria Criteria Details
Indications All Medically-accepted Indications.
Off-Label Uses | N/A
Exclusion N/A
Criteria
Required Medical record documentation of the diagnosis.
Medical
Information

Age Restrictions

N/A

Prescriber Prescribed by or in consultation with an oncologist.

Restrictions

Coverage Lifetime

Duration

Other Criteria Drug must be prescribed for a FDA approved indication. If prescribed for
non-cancer indication that is not FDA approved, the off-label use of the
drug must be for a medically accepted indication that is supported by
AHFS (American Hospital Formulary Service) Drug Information or
Micromedex DrugDex. If prescribed for a cancer indication that is not
FDA approved, the off-label use of the drug must be supported by NCCN
(National Comprehensive Cancer Network) guidelines, AHFS (American
Hospital Formulary Service) Drug Information, Micromedex DrugDex,
Clinical Pharmacology, Lexi-Drugs, or research found in peer reviewed
medical literature in accordance with Chapter 15 of the Medicare Benefit
Policy Manual.

Prerequisite Criteria DOES NOT require use of a prerequisite Part D drug.

Therapy

Required
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OFEV (NINTEDANIB)

Products Affected e Nintedanib Esylate
e Ofev

PA Criteria Criteria Details

Indications Pending CMS Review

Off-Label Uses Pending CMS Review

Exclusion Pending CMS Review
Criteria

Required Pending CMS Review
Medical

Information

Age Restrictions | Pending CMS Review

Prescriber Pending CMS Review
Restrictions

Coverage Pending CMS Review
Duration

Other Criteria Pending CMS Review

Prerequisite Pending CMS Review
Therapy
Required
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OGSIVEO (NIROGACESTAT)

Products Affected e Ogsiveo TABS 100MG, 150MG
PA Criteria Criteria Details
Indications All Medically-accepted Indications.
Off-Label Uses | N/A
Exclusion N/A
Criteria
Required Medical record documentation of the diagnosis.
Medical
Information

Age Restrictions

N/A

Prescriber Prescribed by or in consultation with an oncologist.

Restrictions

Coverage Lifetime

Duration

Other Criteria Drug must be prescribed for a FDA approved indication. If prescribed for
non-cancer indication that is not FDA approved, the off-label use of the
drug must be for a medically accepted indication that is supported by
AHFS (American Hospital Formulary Service) Drug Information or
Micromedex DrugDex. If prescribed for a cancer indication that is not
FDA approved, the off-label use of the drug must be supported by NCCN
(National Comprehensive Cancer Network) guidelines, AHFS (American
Hospital Formulary Service) Drug Information, Micromedex DrugDex,
Clinical Pharmacology, Lexi-Drugs, or research found in peer reviewed
medical literature in accordance with Chapter 15 of the Medicare Benefit
Policy Manual.

Prerequisite Criteria DOES NOT require use of a prerequisite Part D drug.

Therapy

Required
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OJEMDA (TOVORAFENIB)

Products Affected e Ojemda
PA Criteria Criteria Details
Indications All Medically-accepted Indications.
Off-Label Uses | N/A
Exclusion N/A
Criteria
Required Medical record documentation of the diagnosis.
Medical
Information

Age Restrictions

N/A

Prescriber Prescribed by or in consultation with an oncologist.

Restrictions

Coverage Lifetime

Duration

Other Criteria Drug must be prescribed for a FDA approved indication. If prescribed for
non-cancer indication that is not FDA approved, the off-label use of the
drug must be for a medically accepted indication that is supported by
AHFS (American Hospital Formulary Service) Drug Information or
Micromedex DrugDex. If prescribed for a cancer indication that is not
FDA approved, the off-label use of the drug must be supported by NCCN
(National Comprehensive Cancer Network) guidelines, AHFS (American
Hospital Formulary Service) Drug Information, Micromedex DrugDex,
Clinical Pharmacology, Lexi-Drugs, or research found in peer reviewed
medical literature in accordance with Chapter 15 of the Medicare Benefit
Policy Manual.

Prerequisite Criteria DOES NOT require use of a prerequisite Part D drug.

Therapy

Required
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OJJAARA (MOMELOTINIB)

Products Affected e Ojjaara
PA Criteria Criteria Details
Indications All Medically-accepted Indications.
Off-Label Uses | N/A
Exclusion N/A
Criteria
Required Medical record documentation of the diagnosis.
Medical
Information

Age Restrictions

N/A

Prescriber Prescribed by or in consultation with an oncologist or hematologist.

Restrictions

Coverage Lifetime

Duration

Other Criteria Drug must be prescribed for a FDA approved indication. If prescribed for
non-cancer indication that is not FDA approved, the off-label use of the
drug must be for a medically accepted indication that is supported by
AHFS (American Hospital Formulary Service) Drug Information or
Micromedex DrugDex. If prescribed for a cancer indication that is not
FDA approved, the off-label use of the drug must be supported by NCCN
(National Comprehensive Cancer Network) guidelines, AHFS (American
Hospital Formulary Service) Drug Information, Micromedex DrugDex,
Clinical Pharmacology, Lexi-Drugs, or research found in peer reviewed
medical literature in accordance with Chapter 15 of the Medicare Benefit
Policy Manual.

Prerequisite Criteria DOES NOT require use of a prerequisite Part D drug.

Therapy

Required
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ONUREG (AZACITIDINE)

Products Affected e Onureg
PA Criteria Criteria Details
Indications All Medically-accepted Indications.
Off-Label Uses | N/A
Exclusion N/A
Criteria
Required Medical record documentation of the diagnosis.
Medical
Information

Age Restrictions

N/A

Prescriber Prescribed by or in consultation with an oncologist or hematologist.

Restrictions

Coverage Lifetime

Duration

Other Criteria Drug must be prescribed for a FDA approved indication. If prescribed for
non-cancer indication that is not FDA approved, the off-label use of the
drug must be for a medically accepted indication that is supported by
AHFS (American Hospital Formulary Service) Drug Information or
Micromedex DrugDex. If prescribed for a cancer indication that is not
FDA approved, the off-label use of the drug must be supported by NCCN
(National Comprehensive Cancer Network) guidelines, AHFS (American
Hospital Formulary Service) Drug Information, Micromedex DrugDex,
Clinical Pharmacology, Lexi-Drugs, or research found in peer reviewed
medical literature in accordance with Chapter 15 of the Medicare Benefit
Policy Manual.

Prerequisite Criteria DOES NOT require use of a prerequisite Part D drug.

Therapy

Required

254




OPIPZA (ARIPIPRAZOLE FILM)

Products Affected e Opipza

PA Criteria Criteria Details

Indications All FDA-approved Indications.

Off-Label Uses N/A

Exclusion N/A
Criteria

Required N/A
Medical

Information

Age Restrictions | N/A

Prescriber N/A

Restrictions

Coverage Lifetime

Duration

Other Criteria The following criteria applies to members who newly start on the drug:

documentation of an inability to swallow solid oral dosage forms.

Prerequisite Criteria DOES NOT require use of a prerequisite Part D drug.
Therapy
Required
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ORAL RIBAVIRIN

Products Affected e Ribavirin CAPS
e Ribavirin TABS 200MG

PA Criteria Criteria Details

Indications Pending CMS Review

Off-Label Uses Pending CMS Review

Exclusion Pending CMS Review
Criteria

Required Pending CMS Review
Medical

Information

Age Restrictions | Pending CMS Review

Prescriber Pending CMS Review
Restrictions

Coverage Pending CMS Review
Duration

Other Criteria Pending CMS Review

Prerequisite Pending CMS Review
Therapy
Required
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ORENCIA (ABATACEPT)

Products Affected e Orencia INJ 125MG/ML,
50MG/0.4ML, 87.5MG/0.7ML

e Orencia Clickject

PA Criteria Criteria Details

Indications Pending CMS Review

Off-Label Uses Pending CMS Review

Exclusion Pending CMS Review
Criteria

Required Pending CMS Review
Medical

Information

Age Restrictions | Pending CMS Review

Prescriber Pending CMS Review
Restrictions

Coverage Pending CMS Review
Duration

Other Criteria Pending CMS Review

Prerequisite Pending CMS Review
Therapy
Required
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ORENITRAM (TREPROSTINIL)

Orenitram

Orenitram Titration Kit Month 1
Orenitram Titration Kit Month 2
Orenitram Titration Kit Month 3

Products Affected

PA Criteria Criteria Details

Indications Pending CMS Review

Off-Label Uses Pending CMS Review

Exclusion Pending CMS Review
Criteria

Required Pending CMS Review
Medical

Information

Age Restrictions | Pending CMS Review

Prescriber Pending CMS Review
Restrictions

Coverage Pending CMS Review
Duration

Other Criteria Pending CMS Review

Prerequisite Pending CMS Review
Therapy
Required
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ORGOVYX (RELUGOLIX)

Products Affected e Orgovyx

PA Criteria Criteria Details

Indications All Medically-accepted Indications.

Off-Label Uses N/A

Exclusion N/A

Criteria

Required Medical record documentation of an FDA approved or medically accepted
Medical indication.

Information

Age Restrictions | N/A

Prescriber Prescribed by or in consultation with oncologist or urologist.
Restrictions

Coverage Lifetime

Duration

Other Criteria N/A

Prerequisite Criteria DOES NOT require use of a prerequisite Part D drug.
Therapy
Required
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ORIAHNN (ELAGOLIX-ESTRADIOL-NORETHINDRONE)

Products Affected e Oriahnn
PA Criteria Criteria Details
Indications All FDA-approved Indications.
Off-Label Uses N/A
Exclusion N/A
Criteria
Required N/A
Medical
Information
Age Restrictions | N/A

Prescriber Prescribed by or in consultation with an ob/gyn specialist.

Restrictions

Coverage 24 months

Duration

Other Criteria Failure of or contraindication to: 1) oral contraceptives and 2) tranexamic
acid.

Prerequisite Criteria DOES require use of a prerequisite Part D drug.

Therapy

Required
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ORILISSA (ELAGOLIX)

Products Affected e Orilissa

PA Criteria Criteria Details

Indications Pending CMS Review

Off-Label Uses Pending CMS Review

Exclusion Pending CMS Review
Criteria

Required Pending CMS Review
Medical

Information

Age Restrictions | Pending CMS Review

Prescriber Pending CMS Review
Restrictions

Coverage Pending CMS Review
Duration

Other Criteria Pending CMS Review

Prerequisite Pending CMS Review
Therapy
Required
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ORKAMBI (LUMACAFTOR-IVACAFTOR)

Products Affected e Orkambi

PA Criteria Criteria Details

Indications Pending CMS Review

Off-Label Uses Pending CMS Review

Exclusion Pending CMS Review
Criteria

Required Pending CMS Review
Medical

Information

Age Restrictions | Pending CMS Review

Prescriber Pending CMS Review
Restrictions

Coverage Pending CMS Review
Duration

Other Criteria Pending CMS Review

Prerequisite Pending CMS Review
Therapy
Required
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ORSERDU (ELACESTRANT)

Products Affected e Orserdu
PA Criteria Criteria Details
Indications All Medically-accepted Indications.
Off-Label Uses | N/A
Exclusion N/A
Criteria
Required Medical record documentation of the diagnosis.
Medical
Information

Age Restrictions

N/A

Prescriber Prescribed by or in consultation with an oncologist.

Restrictions

Coverage Lifetime

Duration

Other Criteria Drug must be prescribed for a FDA approved indication. If prescribed for
non-cancer indication that is not FDA approved, the off-label use of the
drug must be for a medically accepted indication that is supported by
AHFS (American Hospital Formulary Service) Drug Information or
Micromedex DrugDex. If prescribed for a cancer indication that is not
FDA approved, the off-label use of the drug must be supported by NCCN
(National Comprehensive Cancer Network) guidelines, AHFS (American
Hospital Formulary Service) Drug Information, Micromedex DrugDex,
Clinical Pharmacology, Lexi-Drugs, or research found in peer reviewed
medical literature in accordance with Chapter 15 of the Medicare Benefit
Policy Manual.

Prerequisite Criteria DOES NOT require use of a prerequisite Part D drug.

Therapy

Required
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OTEZLA (APREMILAST)

Products Affected e Otezla
e Otezla Xr
e Otezla/otezla Xr 28 Day Treatment
Initiation Pack

PA Criteria Criteria Details

Indications Pending CMS Review

Off-Label Uses Pending CMS Review

Exclusion Pending CMS Review
Criteria

Required Pending CMS Review
Medical

Information

Age Restrictions | Pending CMS Review

Prescriber Pending CMS Review
Restrictions

Coverage Pending CMS Review
Duration

Other Criteria Pending CMS Review

Prerequisite Pending CMS Review
Therapy
Required
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OXERVATE (CENEGERMIN-BKBJ)

Products Affected e Oxervate

PA Criteria Criteria Details

Indications Pending CMS Review

Off-Label Uses Pending CMS Review

Exclusion Pending CMS Review
Criteria

Required Pending CMS Review
Medical

Information

Age Restrictions | Pending CMS Review

Prescriber Pending CMS Review
Restrictions

Coverage Pending CMS Review
Duration

Other Criteria Pending CMS Review

Prerequisite Pending CMS Review
Therapy
Required
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OXYBUTYNIN

Products Affected e Oxybutynin Chloride SOLN
e Oxybutynin Chloride TABS 5SMG
e Oxybutynin Chloride Er

PA Criteria Criteria Details

Indications All FDA-approved Indications.

Off-Label Uses N/A

Exclusion N/A
Criteria

Required N/A
Medical

Information

Age Restrictions | N/A

Prescriber N/A

Restrictions

Coverage 12 months

Duration

Other Criteria The following criteria only applies to members 60 years of age and older:

Initial: 1) medical record documentation of failure of a) Myrbetriq and b)
Gemtesa (also requires step therapy with Myrbetriq), and 2) prescriber
attestation that the benefits of therapy outweigh the risks of
anticholinergic adverse effects. Renewal: prescriber attestation that the
benefits of therapy continue to outweigh the risks of anticholinergic
adverse effects.

Prerequisite Criteria DOES require use of a prerequisite Part D drug.
Therapy
Required
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OXYCODONE EXTENDED RELEASE

Products Affected e Oxycontin T12A

PA Criteria Criteria Details

Indications All FDA-approved Indications.

Off-Label Uses N/A

Exclusion N/A
Criteria

Required N/A
Medical

Information

Age Restrictions | N/A

Prescriber N/A
Restrictions

Coverage Lifetime
Duration

Other Criteria Failure of sustained release morphine sulfate and not receiving concurrent
therapy with another long-acting opioid, such as fentanyl or sustained
release morphine sulfate.

Prerequisite Criteria DOES require use of a prerequisite Part D drug.
Therapy
Required
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OZEMPIC (SEMAGLUTIDE)

Products Affected e Ozempic INJ 2MG/3ML, 4MG/3ML,
SMG/3ML

e Ozempic TABS

PA Criteria Criteria Details

Indications All FDA-approved Indications.

Off-Label Uses N/A

Exclusion N/A

Criteria

Required Medical record documentation of a diagnosis of type 2 diabetes.
Medical

Information

Age Restrictions | N/A

Prescriber N/A
Restrictions

Coverage Lifetime
Duration

Other Criteria N/A

Prerequisite Criteria DOES NOT require use of a prerequisite Part D drug.
Therapy
Required
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PALYNZIQ (PEGVALIASE-PQPZ)

Products Affected e Palynziq

PA Criteria Criteria Details

Indications All FDA-approved Indications.

Off-Label Uses N/A

Exclusion N/A

Criteria

Required Initial: Phenylalanine level (Phe) at or above 600 micromol/L. Renewal:
Medical Reduction in Phe levels.

Information

Age Restrictions | N/A

Prescriber N/A

Restrictions

Coverage Initial: 6 months. Renewal: Lifetime
Duration

Other Criteria N/A

Prerequisite Criteria DOES NOT require use of a prerequisite Part D drug.
Therapy
Required
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PANRETIN (ALITRETINOIN)

Products Affected e Panretin
PA Criteria Criteria Details
Indications All Medically-accepted Indications.
Off-Label Uses | N/A
Exclusion N/A
Criteria
Required Medical record documentation of cutaneous lesions associated with
Medical AIDS-related Kaposi's sarcoma.
Information
Age Restrictions | N/A
Prescriber N/A
Restrictions
Coverage Lifetime
Duration
Other Criteria N/A
Prerequisite Criteria DOES NOT require use of a prerequisite Part D drug.
Therapy
Required
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PARICALCITOL

Products Affected e Paricalcitol CAPS
PA Criteria Criteria Details
Indications All FDA-approved Indications.
Off-Label Uses | N/A
Exclusion Hypercalcemia and vitamin D toxicity.
Criteria
Required 1) Stage 3 Chronic Kidney Disease (CKD): a) GFR 30-59, b) serum
Medical calcium less than 9.5 mg/dL, ¢) serum phosphorus less than or equal to
Information 4.6 mg/dL. 2) Stage 4 CKD: a) GFR 15-29, b) serum calcium less than

9.5 mg/dL, c) serum phosphorus less than or equal to 4.6 mg/dL.

Age Restrictions | N/A

Prescriber N/A

Restrictions

Coverage Lifetime

Duration

Other Criteria 1) Failure of or intolerance to calcitriol or reason why calcitriol cannot be
used. 2) For end stage renal disease (ESRD) patients, Part B versus Part D
determination will be made to determine if the drug prescribed will be
used for an ESRD-related condition. For ESRD-related conditions, the
drug will be covered under Part B and provided by the dialysis center.

Prerequisite Criteria DOES require use of a prerequisite Part D drug.

Therapy

Required
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PAROXETINE SUSPENSION

Products Affected e Paroxetine Hydrochloride SUSP

PA Criteria Criteria Details

Indications Pending CMS Review

Off-Label Uses Pending CMS Review

Exclusion Pending CMS Review
Criteria

Required Pending CMS Review
Medical

Information

Age Restrictions | Pending CMS Review

Prescriber Pending CMS Review
Restrictions

Coverage Pending CMS Review
Duration

Other Criteria Pending CMS Review

Prerequisite Pending CMS Review
Therapy
Required
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PAZOPANIB

Products Affected e Pazopanib Hydrochloride TABS
200MG
PA Criteria Criteria Details
Indications All Medically-accepted Indications.
Off-Label Uses | N/A
Exclusion N/A
Criteria
Required Medical record documentation of the diagnosis.
Medical
Information

Age Restrictions

N/A

Prescriber Prescribed by or in consultation with an oncologist.

Restrictions

Coverage Lifetime

Duration

Other Criteria Drug must be prescribed for a FDA approved indication. If prescribed for
non-cancer indication that is not FDA approved, the off-label use of the
drug must be for a medically accepted indication that is supported by
AHFS (American Hospital Formulary Service) Drug Information or
Micromedex DrugDex. If prescribed for a cancer indication that is not
FDA approved, the off-label use of the drug must be supported by NCCN
(National Comprehensive Cancer Network) guidelines, AHFS (American
Hospital Formulary Service) Drug Information, Micromedex DrugDex,
Clinical Pharmacology, Lexi-Drugs, or research found in peer reviewed
medical literature in accordance with Chapter 15 of the Medicare Benefit
Policy Manual.

Prerequisite Criteria DOES NOT require use of a prerequisite Part D drug.

Therapy

Required
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PEGASYS (PEGINTERFERON ALFA-2A)

Products Affected e Pegasys

PA Criteria Criteria Details

Indications Pending CMS Review

Off-Label Uses Pending CMS Review

Exclusion Pending CMS Review
Criteria

Required Pending CMS Review
Medical

Information

Age Restrictions | Pending CMS Review

Prescriber Pending CMS Review
Restrictions

Coverage Pending CMS Review
Duration

Other Criteria Pending CMS Review

Prerequisite Pending CMS Review
Therapy
Required
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PEGFILGRASTIM

Products Affected Fulphila
Neulasta INJ 6MG/0.6ML
Stimufend

Udenyca

PA Criteria Criteria Details

Indications Pending CMS Review

Off-Label Uses Pending CMS Review

Exclusion Pending CMS Review
Criteria

Required Pending CMS Review
Medical

Information

Age Restrictions | Pending CMS Review

Prescriber Pending CMS Review
Restrictions

Coverage Pending CMS Review
Duration

Other Criteria Pending CMS Review

Prerequisite Pending CMS Review
Therapy
Required
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PEMAZYRE (PEMIGATINIB)

Products Affected e Pemazyre

PA Criteria Criteria Details

Indications Pending CMS Review

Off-Label Uses Pending CMS Review

Exclusion Pending CMS Review
Criteria

Required Pending CMS Review
Medical

Information

Age Restrictions | Pending CMS Review

Prescriber Pending CMS Review
Restrictions

Coverage Pending CMS Review
Duration

Other Criteria Pending CMS Review

Prerequisite Pending CMS Review
Therapy
Required
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PENBRAYA (MENINGOCOCCAL VACCINE)

Products Affected e Penbraya

PA Criteria Criteria Details

Indications All FDA-approved Indications.

Off-Label Uses N/A

Exclusion N/A
Criteria

Required N/A
Medical

Information

Age Restrictions | Between 10 years and 25 years of age

Prescriber N/A
Restrictions

Coverage 6 months
Duration

Other Criteria N/A

Prerequisite Criteria DOES NOT require use of a prerequisite Part D drug.
Therapy
Required
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PENMENVY (MENINGOCOCCAL VACCINE)

Products Affected e Penmenvy
PA Criteria Criteria Details
Indications All FDA-approved Indications.
Off-Label Uses | N/A
Exclusion N/A
Criteria
Required Prior authorization does not apply to members between 10 years and 25
Medical years of age.
Information

Age Restrictions

Between 10 years and 25 years of age

Prescriber N/A

Restrictions

Coverage 6 months

Duration

Other Criteria N/A

Prerequisite Criteria DOES NOT require use of a prerequisite Part D drug.
Therapy

Required
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PENTAMIDINE

Products Affected e Pentamidine Isethionate INJ

PA Criteria Criteria Details

Indications All Medically-accepted Indications.

Off-Label Uses N/A

Exclusion N/A
Criteria

Required N/A
Medical

Information

Age Restrictions | N/A

Prescriber Prescribed by or in consultation with an infectious disease specialist,
Restrictions transplant specialist, oncologist, or hematologist.

Coverage 21 days

Duration

Other Criteria N/A

Prerequisite Criteria DOES NOT require use of a prerequisite Part D drug.
Therapy
Required
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PERAMPANEL

Products Affected e Perampanel

PA Criteria Criteria Details

Indications All FDA-approved Indications.

Off-Label Uses N/A

Exclusion N/A
Criteria

Required N/A
Medical

Information

Age Restrictions | N/A

Prescriber N/A

Restrictions

Coverage Lifetime

Duration

Other Criteria The following criteria applies to members who newly start on the drug: 1)

For the treatment of partial-onset seizures: failure of two of the following:
carbamazepine, oxcarbazepine, lacosamide, phenytoin, topiramate,
divalproex, felbamate, tiagabine, lamotrigine, gabapentin, zonisamide,
and levetiracetam. 2) For the treatment of primary generalized tonic-
clonic seizures: failure of two of the following topiramate, lacosamide,
lamotrigine, phenytoin, and levetiracetam. 3) For solution only: For all
indications, inability to swallow oral dosage forms.

Prerequisite Criteria DOES require use of a prerequisite Part D drug.
Therapy
Required
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PIMECROLIMUS

Products Affected e Pimecrolimus
PA Criteria Criteria Details
Indications All FDA-approved Indications, Some Medically accepted Indications.
Off-Label Uses Primary cutaneous lymphomas
Exclusion N/A
Criteria
Required For treatment of primary cutaneous lymphomas: documentation of
Medical mycosis fungoides.
Information

Age Restrictions

N/A

Prescriber Prescribed by or in consultation with a dermatologist or oncologist.

Restrictions

Coverage Lifetime

Duration

Other Criteria For treatment of atopic dermatitis, initial: failure of 1) tacrolimus
ointment and 2) if older than 12 years of age: a high potency steroid such
as clobetasol.

Prerequisite Criteria DOES require use of a prerequisite Part D drug.

Therapy

Required
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PIQRAY (ALPELISIB)

Products Affected e Pigray 200mg Daily Dose
e Pigray 250mg Daily Dose
e Pigray 300mg Daily Dose

PA Criteria Criteria Details

Indications All Medically-accepted Indications.

Off-Label Uses N/A

Exclusion N/A

Criteria

Required Medical record documentation of the diagnosis.
Medical

Information

Age Restrictions | N/A

Prescriber Prescribed by or in consultation with an oncologist.
Restrictions

Coverage Lifetime

Duration

Other Criteria Drug must be prescribed for a FDA approved indication. If prescribed for
non-cancer indication that is not FDA approved, the off-label use of the
drug must be for a medically accepted indication that is supported by
AHFS (American Hospital Formulary Service) Drug Information or
Micromedex DrugDex. If prescribed for a cancer indication that is not
FDA approved, the off-label use of the drug must be supported by NCCN
(National Comprehensive Cancer Network) guidelines, AHFS (American
Hospital Formulary Service) Drug Information, Micromedex DrugDex,
Clinical Pharmacology, Lexi-Drugs, or research found in peer reviewed
medical literature in accordance with Chapter 15 of the Medicare Benefit

Policy Manual.
Prerequisite Criteria DOES NOT require use of a prerequisite Part D drug.
Therapy
Required
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PIRFENIDONE

Products Affected e Pirfenidone

PA Criteria Criteria Details

Indications Pending CMS Review

Off-Label Uses Pending CMS Review

Exclusion Pending CMS Review
Criteria

Required Pending CMS Review
Medical

Information

Age Restrictions | Pending CMS Review

Prescriber Pending CMS Review
Restrictions

Coverage Pending CMS Review
Duration

Other Criteria Pending CMS Review

Prerequisite Pending CMS Review
Therapy
Required
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POMALIDOMIDE

Products Affected e Pomalidomide
PA Criteria Criteria Details
Indications All Medically-accepted Indications.
Off-Label Uses | N/A
Exclusion N/A
Criteria
Required Medical record documentation of the diagnosis.
Medical
Information

Age Restrictions

N/A

Prescriber Prescribed by or in consultation with an oncologist, hematologist or HIV

Restrictions specialist.

Coverage Lifetime

Duration

Other Criteria Drug must be prescribed for a FDA approved indication. If prescribed for
non-cancer indication that is not FDA approved, the off-label use of the
drug must be for a medically accepted indication that is supported by
AHFS (American Hospital Formulary Service) Drug Information or
Micromedex DrugDex. If prescribed for a cancer indication that is not
FDA approved, the off-label use of the drug must be supported by NCCN
(National Comprehensive Cancer Network) guidelines, AHFS (American
Hospital Formulary Service) Drug Information, Micromedex DrugDex,
Clinical Pharmacology, Lexi-Drugs, or research found in peer reviewed
medical literature in accordance with Chapter 15 of the Medicare Benefit
Policy Manual.

Prerequisite Criteria DOES NOT require use of a prerequisite Part D drug.

Therapy

Required
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POSACONAZOLE

Products Affected e Noxafil PACK
e Posaconazole SUSP
e Posaconazole Dr

PA Criteria Criteria Details

Indications All FDA-approved Indications.

Off-Label Uses N/A

Exclusion N/A
Criteria

Required N/A
Medical

Information

Age Restrictions | N/A

Prescriber N/A

Restrictions

Coverage Candidiasis: 1 month. Aspergillosis: 3 months. Prophylaxis of invasive
Duration fungal infections: 6 months.

Other Criteria For all dosage forms oropharyngeal candidiasis or prophylaxis of invasive

fungal infections in a patient who has received a hematopoietic stem-cell
transplant or has chemotherapy-induced neutropenia due to hematologic
malignancy: failure of fluconazole tablet or suspension or itraconazole
capsule or solution. For suspension only: documentation of an inability to
swallow solid oral dosage forms.

Prerequisite Criteria DOES require use of a prerequisite Part D drug.
Therapy
Required
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PRALUENT (ALIROCUMAB)

Products Affected e Praluent

PA Criteria Criteria Details

Indications Pending CMS Review

Off-Label Uses Pending CMS Review

Exclusion Pending CMS Review
Criteria

Required Pending CMS Review
Medical

Information

Age Restrictions | Pending CMS Review

Prescriber Pending CMS Review
Restrictions

Coverage Pending CMS Review
Duration

Other Criteria Pending CMS Review

Prerequisite Pending CMS Review
Therapy
Required
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PRENATAL VITAMINS

Products Affected e Prenatal TABS 120MG; 0; 200MG;
10MCG; 2MG; 12MCG; 27MG;
1IMG; 20MG; 10MG; 1200MCG;
3IMG; 1.84MG; 10MG; 25MG

PA Criteria Criteria Details

Indications All FDA-approved Indications.

Off-Label Uses N/A

Exclusion Male gender
Criteria

Required N/A
Medical

Information

Age Restrictions | Prior authorization is only required for patients 51 years of age and older

Prescriber N/A
Restrictions

Coverage 12 months
Duration

Other Criteria N/A

Prerequisite Criteria DOES NOT require use of a prerequisite Part D drug.
Therapy
Required
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PRETOMANID

Products Affected e Pretomanid

PA Criteria Criteria Details

Indications Pending CMS Review

Off-Label Uses Pending CMS Review

Exclusion Pending CMS Review
Criteria

Required Pending CMS Review
Medical

Information

Age Restrictions | Pending CMS Review

Prescriber Pending CMS Review
Restrictions

Coverage Pending CMS Review
Duration

Other Criteria Pending CMS Review

Prerequisite Pending CMS Review
Therapy
Required
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PREVYMIS (LETERMOVIR)

Products Affected e Prevymis TABS
PA Criteria Criteria Details
Indications All FDA-approved Indications.
Off-Label Uses | N/A
Exclusion N/A
Criteria
Required Documentation of 1) the patient is receiving or will receive an allogenic
Medical hematopoietic stem cell transplant and is at risk for cytomegalovirus
Information (CMV) infection because of the patient's CMV-seropositive status or the

donor's status. OR 2) that the patient is receiving or will receive a kidney
transplant and is at high risk of CMV infection.

Age Restrictions | N/A

Prescriber N/A

Restrictions

Coverage 200 days

Duration

Other Criteria N/A

Prerequisite Criteria DOES NOT require use of a prerequisite Part D drug.
Therapy

Required
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PROMETHAZINE

Products Affected e Promethazine Hel SUPP 12.5MG
e Promethazine Hydrochloride ORAL
SOLN 6.25MG/5ML

e Promethazine Hydrochloride TABS

PA Criteria Criteria Details

Indications All Medically-accepted Indications.

Off-Label Uses N/A

Exclusion N/A
Criteria

Required N/A
Medical

Information

Age Restrictions | N/A

Prescriber N/A

Restrictions

Coverage 12 months

Duration

Other Criteria The following criteria only applies to members 60 years of age and older:

prescriber attestation that the benefits of therapy outweigh the risks of
anticholinergic adverse effects.

Prerequisite Criteria DOES NOT require use of a prerequisite Part D drug.
Therapy
Required
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PRUCALOPRIDE

Products Affected e Prucalopride

PA Criteria Criteria Details

Indications All FDA-approved Indications.

Off-Label Uses N/A

Exclusion N/A

Criteria

Required Documentation of fewer than 3 spontaneous bowel movements per week.
Medical

Information

Age Restrictions | 18 years of age or older

Prescriber N/A
Restrictions

Coverage Lifetime
Duration

Other Criteria N/A

Prerequisite Criteria DOES NOT require use of a prerequisite Part D drug.
Therapy
Required
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PYRUKYND (MITAPIVAT)

Products Affected o

Pyrukynd
e Pyrukynd Taper Pack

PA Criteria Criteria Details

Indications All FDA-approved Indications.

Off-Label Uses | N/A

Exclusion N/A

Criteria

Required Initial: medical record documentation of a diagnosis of hemolytic anemia
Medical with pyruvate kinase deficiency confirmed by genetic testing. Renewal:
Information documentation of a reduction in transfusion requirements from baseline.

Age Restrictions

18 years of age or older

Prescriber Prescribed by or in consultation with a hematologist, oncologist, or
Restrictions genetic specialist

Coverage 6 months

Duration

Other Criteria N/A

Prerequisite Criteria DOES NOT require use of a prerequisite Part D drug.
Therapy

Required
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QBREXZA (GLYCOPYRRONIUM)

Products Affected e (Qbrexza

PA Criteria Criteria Details

Indications All FDA-approved Indications.

Off-Label Uses N/A

Exclusion N/A

Criteria

Required Renewal criteria: medical record documentation of an improvement in
Medical symptoms.

Information

Age Restrictions | 9 years of age or older

Prescriber N/A

Restrictions

Coverage Initial: 6 months. Renewal: 12 months.
Duration

Other Criteria N/A

Prerequisite Criteria DOES NOT require use of a prerequisite Part D drug.
Therapy
Required
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QINLOCK (RIPRETINIB)

Products Affected e Qinlock
PA Criteria Criteria Details
Indications All Medically-accepted Indications.
Off-Label Uses | N/A
Exclusion N/A
Criteria
Required Medical record documentation of the diagnosis.
Medical
Information

Age Restrictions

N/A

Prescriber Prescribed by or in consultation with an oncologist.

Restrictions

Coverage Lifetime

Duration

Other Criteria Drug must be prescribed for a FDA approved indication. If prescribed for
non-cancer indication that is not FDA approved, the off-label use of the
drug must be for a medically accepted indication that is supported by
AHFS (American Hospital Formulary Service) Drug Information or
Micromedex DrugDex. If prescribed for a cancer indication that is not
FDA approved, the off-label use of the drug must be supported by NCCN
(National Comprehensive Cancer Network) guidelines, AHFS (American
Hospital Formulary Service) Drug Information, Micromedex DrugDex,
Clinical Pharmacology, Lexi-Drugs, or research found in peer reviewed
medical literature in accordance with Chapter 15 of the Medicare Benefit
Policy Manual.

Prerequisite Criteria DOES NOT require use of a prerequisite Part D drug.

Therapy

Required
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QUININE SULFATE

Products Affected e Quinine Sulfate CAPS 324MG

PA Criteria Criteria Details

Indications All FDA-approved Indications.

Off-Label Uses N/A

Exclusion N/A
Criteria

Required N/A
Medical

Information

Age Restrictions | N/A

Prescriber N/A
Restrictions

Coverage 7 days
Duration

Other Criteria N/A

Prerequisite Criteria DOES NOT require use of a prerequisite Part D drug.
Therapy
Required
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RALDESY (TRAZODONE SOLUTION)

Products Affected e Raldesy
PA Criteria Criteria Details
Indications All FDA-approved Indications.
Off-Label Uses | N/A
Exclusion Concomitant use of monoamine oxidase inhibitors (MAQOISs), or use
Criteria within 14 days of stopping MAOIs.
Required 1) Medical record documentation of a diagnosis of major depressive
Medical disorder.
Information

Age Restrictions

18 years of age or older

Prescriber N/A

Restrictions

Coverage Lifetime

Duration

Other Criteria The following criteria applies to members who newly start on the drug:
documented inability to swallow solid oral dosage forms.

Prerequisite Criteria DOES NOT require use of a prerequisite Part D drug.

Therapy

Required
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REDEMPLO (PLOZASIRAN)

Products Affected e Redemplo

PA Criteria Criteria Details

Indications Pending CMS Review

Off-Label Uses Pending CMS Review

Exclusion Pending CMS Review
Criteria

Required Pending CMS Review
Medical

Information

Age Restrictions | Pending CMS Review

Prescriber Pending CMS Review
Restrictions

Coverage Pending CMS Review
Duration

Other Criteria Pending CMS Review

Prerequisite Pending CMS Review
Therapy
Required
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RELISTOR (METHYLNALTREXONE)

Products Affected e Relistor
PA Criteria Criteria Details
Indications All FDA-approved Indications.
Off-Label Uses | N/A
Exclusion Known or suspected mechanical gastrointestinal obstruction.
Criteria
Required 1) For the treatment of opioid-induced constipation in patients with
Medical advanced illness receiving palliative care: a) Receiving palliative care for
Information advanced illness and b) Receiving chronic opioid therapy. 2) For the

treatment of opioid-induced constipation in patients with chronic
noncancer pain: a) documentation of less than 3 spontaneous bowel
movements per week b) Receiving chronic opioid therapy for at least one
month.

Age Restrictions

18 years of age or older

Prescriber N/A

Restrictions

Coverage Lifetime

Duration

Other Criteria For the treatment of opioid-induced constipation in patients receiving
palliative care and using injections, dosing consistent with product label:
a) 38 kg to less than 62 kg, 8 mg/dose. b) 62 kg to 114 kg, 12 mg/dose. ¢)
Less than 38 kg or greater than 114 kg, 0.15/kg/dose.

Prerequisite Criteria DOES NOT require use of a prerequisite Part D drug.

Therapy

Required
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REPATHA (EVOLOCUMAB)

Products Affected e Repatha
e Repatha Sureclick

PA Criteria Criteria Details

Indications Pending CMS Review

Off-Label Uses Pending CMS Review

Exclusion Pending CMS Review
Criteria

Required Pending CMS Review
Medical

Information

Age Restrictions | Pending CMS Review

Prescriber Pending CMS Review
Restrictions

Coverage Pending CMS Review
Duration

Other Criteria Pending CMS Review

Prerequisite Pending CMS Review
Therapy
Required
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RETEVMO (SELPERCATINIB)

Products Affected e Retevmo TABS
PA Criteria Criteria Details
Indications All Medically-accepted Indications.
Off-Label Uses | N/A
Exclusion N/A
Criteria
Required Medical record documentation of the diagnosis.
Medical
Information

Age Restrictions

N/A

Prescriber Prescribed by or in consultation with an oncologist.

Restrictions

Coverage Lifetime

Duration

Other Criteria Drug must be prescribed for a FDA approved indication. If prescribed for
non-cancer indication that is not FDA approved, the off-label use of the
drug must be for a medically accepted indication that is supported by
AHFS (American Hospital Formulary Service) Drug Information or
Micromedex DrugDex. If prescribed for a cancer indication that is not
FDA approved, the off-label use of the drug must be supported by NCCN
(National Comprehensive Cancer Network) guidelines, AHFS (American
Hospital Formulary Service) Drug Information, Micromedex DrugDex,
Clinical Pharmacology, Lexi-Drugs, or research found in peer reviewed
medical literature in accordance with Chapter 15 of the Medicare Benefit
Policy Manual.

Prerequisite Criteria DOES NOT require use of a prerequisite Part D drug.

Therapy

Required
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REVCOVI (ELAPEGADEMASE)

Products Affected e Revcovi
PA Criteria Criteria Details
Indications All FDA-approved Indications.
Off-Label Uses | N/A
Exclusion N/A
Criteria
Required Initial: laboratory result confirmation of a diagnosis of adenosine
Medical deaminase severe combined immune deficiency (ADASCID). Renewal:
Information medical record documentation of a clinical response to Revcovi, and that

monitoring recommended per the FDA labeling is being completed.

Age Restrictions

N/A

Prescriber Prescribed by or in consultation with an immunologist.
Restrictions

Coverage 12 months

Duration

Other Criteria N/A

Prerequisite Criteria DOES NOT require use of a prerequisite Part D drug.
Therapy

Required
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REVUFORJ (REVUMENIB)

Products Affected e Revuforj
PA Criteria Criteria Details
Indications All Medically-accepted Indications.
Off-Label Uses | N/A
Exclusion N/A
Criteria
Required Medical record documentation of the diagnosis.
Medical
Information

Age Restrictions

N/A

Prescriber Prescribed by or in consultation with an oncologist or hematologist.

Restrictions

Coverage Lifetime

Duration

Other Criteria Drug must be prescribed for a FDA approved indication. If prescribed for
non-cancer indication that is not FDA approved, the off-label use of the
drug must be for a medically accepted indication that is supported by
AHFS (American Hospital Formulary Service) Drug Information or
Micromedex DrugDex. If prescribed for a cancer indication that is not
FDA approved, the off-label use of the drug must be supported by NCCN
(National Comprehensive Cancer Network) guidelines, AHFS (American
Hospital Formulary Service) Drug Information, Micromedex DrugDex,
Clinical Pharmacology, Lexi-Drugs, or research found in peer reviewed
medical literature in accordance with Chapter 15 of the Medicare Benefit
Policy Manual.

Prerequisite Criteria DOES NOT require use of a prerequisite Part D drug.

Therapy

Required
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REZDIFFRA (RESMETIROM)

Products Affected e Rezdiffra
PA Criteria Criteria Details
Indications All FDA-approved Indications.
Off-Label Uses | N/A
Exclusion N/A
Criteria
Required Initial: a) Medical record documentation of noncirrhotic nonalcoholic
Medical steatohepatitis (NASH). 2) Documentation of moderate to advanced liver
Information fibrosis, Stage F2 or F3.

Age Restrictions

N/A

Prescriber Prescribed by or in consultation with a hepatologist or gastroenterologist.
Restrictions

Coverage Lifetime

Duration

Other Criteria N/A

Prerequisite Criteria DOES NOT require use of a prerequisite Part D drug.

Therapy

Required
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REZLIDHIA (OLUTASIDENIB)

Products Affected e Rezlidhia
PA Criteria Criteria Details
Indications All Medically-accepted Indications.
Off-Label Uses N/A
Exclusion N/A
Criteria
Required Medical record documentation of the diagnosis.
Medical
Information

Age Restrictions

N/A

Prescriber Prescribed by or in consultation with an oncologist or hematologist.

Restrictions

Coverage Lifetime

Duration

Other Criteria Drug must be prescribed for a FDA approved indication. If prescribed for
non-cancer indication that is not FDA approved, the off-label use of the
drug must be for a medically accepted indication that is supported by
AHFS (American Hospital Formulary Service) Drug Information or
Micromedex DrugDex. If prescribed for a cancer indication that is not
FDA approved, the off-label use of the drug must be supported by NCCN
(National Comprehensive Cancer Network) guidelines, AHFS (American
Hospital Formulary Service) Drug Information, Micromedex DrugDex,
Clinical Pharmacology, Lexi-Drugs, or research found in peer reviewed
medical literature in accordance with Chapter 15 of the Medicare Benefit
Policy Manual.

Prerequisite Criteria DOES NOT require use of a prerequisite Part D drug.

Therapy

Required
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REZUROCK (BELUMOSUDIL)

Products Affected e Rezurock
PA Criteria Criteria Details
Indications All FDA-approved Indications.
Off-Label Uses | N/A
Exclusion N/A
Criteria
Required 1) Medical record documentation of a diagnosis of chronic graft vs host
Medical disease.
Information

Age Restrictions

12 years of age or older

Prescriber Prescribed by or in consultation with an oncologist, hematologist, or

Restrictions transplant specialist.

Coverage Lifetime

Duration

Other Criteria For patients age 18 and older: Failure of or contraindication to 1) Jakafi
and 2) Imbruvica. Both require prior authorization. For patients age 12 to
17: Failure of or contraindication to Jakafi.

Prerequisite Criteria DOES require use of a prerequisite Part D drug.

Therapy

Required
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RINVOQ (UPDACITINIB)

Products Affected e Rinvoq
e RinvoqLq

PA Criteria Criteria Details

Indications Pending CMS Review

Off-Label Uses Pending CMS Review

Exclusion Pending CMS Review
Criteria

Required Pending CMS Review
Medical

Information

Age Restrictions | Pending CMS Review

Prescriber Pending CMS Review
Restrictions

Coverage Pending CMS Review
Duration

Other Criteria Pending CMS Review

Prerequisite Pending CMS Review
Therapy
Required
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RIOCIGUAT

Products Affected e Adempas
PA Criteria Criteria Details
Indications All FDA-approved Indications.
Off-Label Uses | N/A
Exclusion N/A
Criteria
Required Initial criteria: 1) For patients with WHO Group 4 pulmonary arterial
Medical hypertension - chronic thromboembolic pulmonary arterial hypertension:
Information failure of surgical treatment or would not be a candidate for surgical

treatment.

Age Restrictions

N/A

Prescriber Prescribed by or in consultation with a pulmonologist or cardiologist.

Restrictions

Coverage Lifetime

Duration

Other Criteria Initial criteria for patients with WHO Group 1 pulmonary arterial
hypertension: Medical record documentation of failure of or would be a
poor candidate for the following: 1) A phosphodiesterase type 5 (PDE-5)
inhibitor such as sildenafil or tadalafil and 2) An endothelin receptor
antagonist such as ambrisentan or bosentan.

Prerequisite Criteria DOES require use of a prerequisite Part D drug.

Therapy

Required
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RISEDRONATE

Products Affected e Risedronate Sodium

PA Criteria Criteria Details

Indications All FDA-approved Indications.

Off-Label Uses N/A

Exclusion N/A
Criteria

Required N/A
Medical

Information

Age Restrictions | N/A

Prescriber N/A

Restrictions

Coverage Lifetime

Duration

Other Criteria Osteoporosis: failure of alendronate and ibandronate. Paget's disease:

failure of alendronate.

Prerequisite Criteria DOES require use of a prerequisite Part D drug.
Therapy
Required
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RIVAROXABAN SUSPENSION

Products Affected e Rivaroxaban SUSR

PA Criteria Criteria Details

Indications All FDA-approved Indications.

Off-Label Uses N/A

Exclusion N/A
Criteria

Required N/A
Medical

Information

Age Restrictions | N/A

Prescriber N/A

Restrictions

Coverage Lifetime

Duration

Other Criteria Documentation of an inability to swallow oral tablets.
Prerequisite Criteria DOES NOT require use of a prerequisite Part D drug.
Therapy

Required
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RIVFLOZA (NEDOSIRAN)

Products Affected e Rivfloza
PA Criteria Criteria Details
Indications All FDA-approved Indications.
Off-Label Uses | N/A
Exclusion N/A
Criteria
Required Initial: Confirmation of primary hyperoxaluria type 1 (PHI) with elevated
Medical urinary oxalate excretion and genetic testing. Renewal: medical record
Information documentation of reduction in urinary oxalate excretion.

Age Restrictions

N/A

Prescriber Prescribed by or in consultation with a nephrologist.
Restrictions

Coverage Initial: 6 months. Renewal: 12 months.

Duration

Other Criteria N/A

Prerequisite Criteria DOES NOT require use of a prerequisite Part D drug.
Therapy

Required
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ROMVIMZA (VIMSELTINIB)

Products Affected e Romvimza
PA Criteria Criteria Details
Indications All Medically-accepted Indications.
Off-Label Uses | N/A
Exclusion N/A
Criteria
Required Medical record documentation of the diagnosis.
Medical
Information

Age Restrictions

N/A

Prescriber Prescribed by or in consultation with an oncologist.

Restrictions

Coverage Lifetime

Duration

Other Criteria Drug must be prescribed for a FDA approved indication. If prescribed for
non-cancer indication that is not FDA approved, the off-label use of the
drug must be for a medically accepted indication that is supported by
AHFS (American Hospital Formulary Service) Drug Information or
Micromedex DrugDex. If prescribed for a cancer indication that is not
FDA approved, the off-label use of the drug must be supported by NCCN
(National Comprehensive Cancer Network) guidelines, AHFS (American
Hospital Formulary Service) Drug Information, Micromedex DrugDex,
Clinical Pharmacology, Lexi-Drugs, or research found in peer reviewed
medical literature in accordance with Chapter 15 of the Medicare Benefit
Policy Manual.

Prerequisite Criteria DOES NOT require use of a prerequisite Part D drug.

Therapy

Required
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ROZLYTREK (ENTRECTINIB)

Products Affected e Rozlytrek
PA Criteria Criteria Details
Indications All Medically-accepted Indications.
Off-Label Uses | N/A
Exclusion N/A
Criteria
Required Medical record documentation of the diagnosis.
Medical
Information

Age Restrictions

N/A

Prescriber Prescribed by or in consultation with an oncologist.

Restrictions

Coverage Lifetime

Duration

Other Criteria The following criteria applies to new starts only. Initial: Documentation
of an inability to swallow solid oral dosage forms. Drug must be
prescribed for a FDA approved indication or a medically accepted
indication that is supported by AHFS (American Hospital Formulary
Service) Drug Information or Micromedex for non-cancer indications, and
supported by NCCN Compendium, Clinical Pharmacology, Lexi-Drugs,
and acceptable medical journals for cancer indications.

Prerequisite Criteria DOES NOT require use of a prerequisite Part D drug.

Therapy

Required
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RUBRACA (RUCAPARIB)

Products Affected e Rubraca
PA Criteria Criteria Details
Indications All Medically-accepted Indications.
Off-Label Uses | N/A
Exclusion N/A
Criteria
Required Medical record documentation of the diagnosis.
Medical
Information

Age Restrictions

N/A

Prescriber Prescribed by or in consultation with an oncologist.

Restrictions

Coverage Lifetime

Duration

Other Criteria Drug must be prescribed for a FDA approved indication. If prescribed for
non-cancer indication that is not FDA approved, the off-label use of the
drug must be for a medically accepted indication that is supported by
AHFS (American Hospital Formulary Service) Drug Information or
Micromedex DrugDex. If prescribed for a cancer indication that is not
FDA approved, the off-label use of the drug must be supported by NCCN
(National Comprehensive Cancer Network) guidelines, AHFS (American
Hospital Formulary Service) Drug Information, Micromedex DrugDex,
Clinical Pharmacology, Lexi-Drugs, or research found in peer reviewed
medical literature in accordance with Chapter 15 of the Medicare Benefit
Policy Manual.

Prerequisite Criteria DOES NOT require use of a prerequisite Part D drug.

Therapy

Required
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RUFINAMIDE SUSPENSION

Products Affected e Rufinamide SUSP 40MG/ML

PA Criteria Criteria Details

Indications All FDA-approved Indications.

Off-Label Uses N/A

Exclusion N/A
Criteria

Required N/A
Medical

Information

Age Restrictions | N/A

Prescriber N/A

Restrictions

Coverage Lifetime

Duration

Other Criteria The following criteria applies to members who newly start on the drug:

documentation of an inability to take solid oral dosage forms.

Prerequisite Criteria DOES NOT require use of a prerequisite Part D drug.
Therapy
Required
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RYDAPT (MIDOSTAURIN)

Products Affected e Rydapt

PA Criteria Criteria Details

Indications Pending CMS Review

Off-Label Uses Pending CMS Review

Exclusion Pending CMS Review
Criteria

Required Pending CMS Review
Medical

Information

Age Restrictions | Pending CMS Review

Prescriber Pending CMS Review
Restrictions

Coverage Pending CMS Review
Duration

Other Criteria Pending CMS Review

Prerequisite Pending CMS Review
Therapy
Required
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RYTARY (CARBIDOPA LEVODOPA ER CAP)

Products Affected e Rytary

PA Criteria Criteria Details

Indications Pending CMS Review

Off-Label Uses Pending CMS Review

Exclusion Pending CMS Review
Criteria

Required Pending CMS Review
Medical

Information

Age Restrictions | Pending CMS Review

Prescriber Pending CMS Review
Restrictions

Coverage Pending CMS Review
Duration

Other Criteria Pending CMS Review

Prerequisite Pending CMS Review
Therapy
Required
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SAPROPTERIN

Products Affected e Sapropterin Dihydrochloride
o Zelvysia

PA Criteria Criteria Details

Indications All FDA-approved Indications.

Off-Label Uses N/A

Exclusion N/A

Criteria

Required Renewal: Documentation of response to therapy.
Medical

Information

Age Restrictions | N/A

Prescriber N/A

Restrictions

Coverage Initial: 3 months. Renewal: Lifetime.
Duration

Other Criteria N/A

Prerequisite Criteria DOES NOT require use of a prerequisite Part D drug.
Therapy
Required
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SCEMBLIX (ASCIMINIB)

Products Affected e Scemblix
PA Criteria Criteria Details
Indications All Medically-accepted Indications.
Off-Label Uses | N/A
Exclusion N/A
Criteria
Required Medical record documentation of the diagnosis.
Medical
Information

Age Restrictions

N/A

Prescriber Prescribed by or in consultation with an oncologist or hematologist.

Restrictions

Coverage Lifetime

Duration

Other Criteria Drug must be prescribed for a FDA approved indication. If prescribed for
non-cancer indication that is not FDA approved, the off-label use of the
drug must be for a medically accepted indication that is supported by
AHFS (American Hospital Formulary Service) Drug Information or
Micromedex DrugDex. If prescribed for a cancer indication that is not
FDA approved, the off-label use of the drug must be supported by NCCN
(National Comprehensive Cancer Network) guidelines, AHFS (American
Hospital Formulary Service) Drug Information, Micromedex DrugDex,
Clinical Pharmacology, Lexi-Drugs, or research found in peer reviewed
medical literature in accordance with Chapter 15 of the Medicare Benefit
Policy Manual.

Prerequisite Criteria DOES NOT require use of a prerequisite Part D drug.

Therapy

Required
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SCOPOLAMINE PATCH

Products Affected e Scopolamine PT72 IMG/3DAYSS
PA Criteria Criteria Details
Indications All FDA-approved Indications, Some Medically accepted Indications.
Off-Label Uses | Excessive salivation prophylaxis
Exclusion N/A
Criteria
Required N/A
Medical
Information
Age Restrictions | N/A
Prescriber N/A
Restrictions
Coverage Post-op nausea and vomiting and motion sickness: 1 month. Excessive
Duration salivation: 12 months.
Other Criteria For the treatment of motion sickness: failure of or intolerance to
meclizine.
Prerequisite Criteria DOES require use of a prerequisite Part D drug.
Therapy
Required
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SECUADO (ASENAPINE PATCH)

Products Affected e Secuado

PA Criteria Criteria Details

Indications All FDA-approved Indications.

Off-Label Uses N/A

Exclusion N/A
Criteria

Required N/A
Medical

Information

Age Restrictions | N/A

Prescriber N/A
Restrictions

Coverage Lifetime
Duration

Other Criteria Documentation of trial of, intolerance to, or contraindication to asenapine
sublingual tablets (requires step therapy for new starts).

Prerequisite Criteria DOES require use of a prerequisite Part D drug.
Therapy
Required
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SEPHIENCE (SEPIAPTERIN)

Products Affected e Sephience
PA Criteria Criteria Details
Indications All FDA-approved Indications.
Off-Label Uses | N/A
Exclusion N/A
Criteria
Required Initial: medical record documentation supporting a diagnosis of
Medical hyperphenylalaninemia with sepiapterin-responsive phenylketonuria
Information (PKU). Renewal: Documentation of a clinical response to therapy.

Age Restrictions

N/A

Prescriber Prescribed by or in consultation with an endocrinologist or metabolic
Restrictions specialist.

Coverage Initial: 3 months. Renewal: Lifetime

Duration

Other Criteria Initial: failure of sapropterin.

Prerequisite Criteria DOES require use of a prerequisite Part D drug.

Therapy

Required

321




SIGNIFOR (PASIREOTIDE)

Products Affected e Signifor

PA Criteria Criteria Details

Indications All FDA-approved Indications.

Off-Label Uses N/A

Exclusion N/A

Criteria

Required Renewal criteria: decrease in urinary free cortisol or improvement in signs
Medical or symptoms.

Information

Age Restrictions | N/A

Prescriber Prescribed by or in consultation with an endocrinologist.
Restrictions

Coverage Initial: 6 months. Renewal: Lifetime.

Duration

Other Criteria N/A

Prerequisite Criteria DOES NOT require use of a prerequisite Part D drug.
Therapy
Required

322



SIKLOS (HYDROXYUREA)

Products Affected e Siklos

PA Criteria Criteria Details

Indications All FDA-approved Indications.

Off-Label Uses N/A

Exclusion N/A

Criteria

Required Medical record documentation of sickle cell anemia with crisis.
Medical

Information

Age Restrictions | N/A

Prescriber N/A
Restrictions

Coverage Lifetime
Duration

Other Criteria N/A

Prerequisite Criteria DOES NOT require use of a prerequisite Part D drug.
Therapy
Required
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SILDENAFIL (PULMONARY ARTERIAL HYPERTENSION)

Products Affected e Sildenafil Citrate SUSR
e Sildenafil Citrate TABS 20MG

PA Criteria Criteria Details

Indications Pending CMS Review

Off-Label Uses Pending CMS Review

Exclusion Pending CMS Review
Criteria

Required Pending CMS Review
Medical

Information

Age Restrictions | Pending CMS Review

Prescriber Pending CMS Review
Restrictions

Coverage Pending CMS Review
Duration

Other Criteria Pending CMS Review

Prerequisite Pending CMS Review
Therapy
Required
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SIMPONI (GOLIMUMAB)

Products Affected e Simponi

PA Criteria Criteria Details

Indications Pending CMS Review

Off-Label Uses Pending CMS Review

Exclusion Pending CMS Review
Criteria

Required Pending CMS Review
Medical

Information

Age Restrictions | Pending CMS Review

Prescriber Pending CMS Review
Restrictions

Coverage Pending CMS Review
Duration

Other Criteria Pending CMS Review

Prerequisite Pending CMS Review
Therapy
Required
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SIRTURO (BEDAQUILINE)

Products Affected e Sirturo

PA Criteria Criteria Details

Indications Pending CMS Review

Off-Label Uses Pending CMS Review

Exclusion Pending CMS Review
Criteria

Required Pending CMS Review
Medical

Information

Age Restrictions | Pending CMS Review

Prescriber Pending CMS Review
Restrictions

Coverage Pending CMS Review
Duration

Other Criteria Pending CMS Review

Prerequisite Pending CMS Review
Therapy
Required
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SKYCLARYS (OMAVELOXOLONE)

Products Affected e Skyclarys
PA Criteria Criteria Details
Indications All FDA-approved Indications.
Off-Label Uses | N/A
Exclusion N/A
Criteria
Required Initial: Medical record documentation of Friedreich’s ataxia (FA or
Medical FRDA) confirmed by genetic testing. Renewal: medical record
Information documentation of a slowing of progression or clinical benefit.

Age Restrictions

16 years of age or older

Prescriber Prescribed by or in consultation with a neurologist.
Restrictions

Coverage Initial: 6 months. Renewal: 12 months.

Duration

Other Criteria N/A

Prerequisite Criteria DOES NOT require use of a prerequisite Part D drug.
Therapy

Required
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SKYRIZI (RISANKIZUMAB-RZAA)

Products Affected e Skyrizi INJ 150MG/ML,
180MG/1.2ML, 360MG/2.4ML

e Skyrizi Pen

PA Criteria Criteria Details

Indications Pending CMS Review

Off-Label Uses Pending CMS Review

Exclusion Pending CMS Review
Criteria

Required Pending CMS Review
Medical

Information

Age Restrictions | Pending CMS Review

Prescriber Pending CMS Review
Restrictions

Coverage Pending CMS Review
Duration

Other Criteria Pending CMS Review

Prerequisite Pending CMS Review
Therapy
Required
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SODIUM OXYBATE ORAL SOLUTION

Products Affected ¢ Sodium Oxybate

PA Criteria Criteria Details

Indications Pending CMS Review

Off-Label Uses Pending CMS Review

Exclusion Pending CMS Review
Criteria

Required Pending CMS Review
Medical

Information

Age Restrictions | Pending CMS Review

Prescriber Pending CMS Review
Restrictions

Coverage Pending CMS Review
Duration

Other Criteria Pending CMS Review

Prerequisite Pending CMS Review
Therapy
Required
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SODIUM PHENYLBUTYRATE

Products Affected e Sodium Phenylbutyrate POWD
3GM/TSP

e Sodium Phenylbutyrate TABS

PA Criteria Criteria Details

Indications Pending CMS Review

Off-Label Uses Pending CMS Review

Exclusion Pending CMS Review
Criteria

Required Pending CMS Review
Medical

Information

Age Restrictions | Pending CMS Review

Prescriber Pending CMS Review
Restrictions

Coverage Pending CMS Review
Duration

Other Criteria Pending CMS Review

Prerequisite Pending CMS Review
Therapy
Required

330



SOFDRA (SOFPIRONIUM)

Products Affected e Sofdra
PA Criteria Criteria Details
Indications All FDA-approved Indications.
Off-Label Uses | N/A
Exclusion N/A
Criteria
Required Renewal criteria: medical record documentation of an improvement in
Medical symptoms.
Information

Age Restrictions

9 years of age or older

Prescriber N/A

Restrictions

Coverage Initial: 6 months. Renewal: 12 months.

Duration

Other Criteria Initial: failure of Qbrexza (requires prior authorization).
Prerequisite Criteria DOES require use of a prerequisite Part D drug.
Therapy

Required
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SOHONOS (PALOVAROTENE)

Products Affected e Sohonos CAPS 1.5MG, 10MG, IMG,
SMG
PA Criteria Criteria Details
Indications All FDA-approved Indications.
Off-Label Uses | N/A
Exclusion N/A
Criteria
Required 1) Medical record documentation of a diagnosis of fibrodysplasia
Medical ossificans progressiva (FOP), confirmed by ACVR1 R206H mutation.
Information
Age Restrictions | N/A
Prescriber N/A
Restrictions
Coverage Lifetime
Duration
Other Criteria N/A
Prerequisite Criteria DOES NOT require use of a prerequisite Part D drug.
Therapy
Required
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SOLIFENACIN

Products Affected e Solifenacin Succinate

PA Criteria Criteria Details

Indications All FDA-approved Indications.

Off-Label Uses N/A

Exclusion N/A
Criteria

Required N/A
Medical

Information

Age Restrictions | N/A

Prescriber N/A

Restrictions

Coverage 12 months

Duration

Other Criteria The following criteria only applies to members 60 years of age and older:

Initial: medical record documentation of failure of a) Myrbetriq and b)
Gemtesa (also requires step therapy with Myrbetriq), and prescriber
attestation that the benefits of therapy outweigh the risks of
anticholinergic adverse effects. Renewal: prescriber attestation that the
benefits of therapy continue to outweigh the risks of anticholinergic
adverse effects.

Prerequisite Criteria DOES require use of a prerequisite Part D drug.
Therapy
Required
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SOLTAMOX (TAMOXIFEN ORAL SOLUTION)

Products Affected e Soltamox

PA Criteria Criteria Details

Indications Pending CMS Review

Off-Label Uses Pending CMS Review

Exclusion Pending CMS Review
Criteria

Required Pending CMS Review
Medical

Information

Age Restrictions | Pending CMS Review

Prescriber Pending CMS Review
Restrictions

Coverage Pending CMS Review
Duration

Other Criteria Pending CMS Review

Prerequisite Pending CMS Review
Therapy
Required
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SOMATROPIN

Products Affected Genotropin

Genotropin Miniquick

Humatrope INJ 12MG, 24MG, 6MG
Norditropin Flexpro INJ
10MG/1.5ML, 15MG/1.5ML,
SMG/1.5ML

e Omnitrope

PA Criteria Criteria Details

Indications Pending CMS Review

Off-Label Uses Pending CMS Review

Exclusion Pending CMS Review
Criteria

Required Pending CMS Review
Medical

Information

Age Restrictions | Pending CMS Review

Prescriber Pending CMS Review
Restrictions

Coverage Pending CMS Review
Duration

Other Criteria Pending CMS Review

Prerequisite Pending CMS Review
Therapy
Required
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SOMAVERT (PEGVISOMANT)

Products Affected e Somavert

PA Criteria Criteria Details

Indications Pending CMS Review

Off-Label Uses Pending CMS Review

Exclusion Pending CMS Review
Criteria

Required Pending CMS Review
Medical

Information

Age Restrictions | Pending CMS Review

Prescriber Pending CMS Review
Restrictions

Coverage Pending CMS Review
Duration

Other Criteria Pending CMS Review

Prerequisite Pending CMS Review
Therapy
Required
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SORAFENIB

Products Affected e Sorafenib Tosylate TABS
PA Criteria Criteria Details
Indications All Medically-accepted Indications.
Off-Label Uses | N/A
Exclusion N/A
Criteria
Required Medical record documentation of the diagnosis.
Medical
Information

Age Restrictions

N/A

Prescriber Prescribed by or in consultation with an oncologist.

Restrictions

Coverage Lifetime

Duration

Other Criteria Drug must be prescribed for a FDA approved indication. If prescribed for
non-cancer indication that is not FDA approved, the off-label use of the
drug must be for a medically accepted indication that is supported by
AHFS (American Hospital Formulary Service) Drug Information or
Micromedex DrugDex. If prescribed for a cancer indication that is not
FDA approved, the off-label use of the drug must be supported by NCCN
(National Comprehensive Cancer Network) guidelines, AHFS (American
Hospital Formulary Service) Drug Information, Micromedex DrugDex,
Clinical Pharmacology, Lexi-Drugs, or research found in peer reviewed
medical literature in accordance with Chapter 15 of the Medicare Benefit
Policy Manual.

Prerequisite Criteria DOES NOT require use of a prerequisite Part D drug.

Therapy

Required
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SOTYLIZE (SOTALOL ORAL SOLUTION)

Products Affected e Sotylize

PA Criteria Criteria Details

Indications All FDA-approved Indications.

Off-Label Uses N/A

Exclusion N/A
Criteria

Required N/A
Medical

Information

Age Restrictions | N/A

Prescriber N/A

Restrictions

Coverage Lifetime

Duration

Other Criteria Medical record documentation of an inability to take solid oral dosage
forms.

Prerequisite Criteria DOES NOT require use of a prerequisite Part D drug.

Therapy

Required
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SPRITAM (LEVETIRACETAM)

Products Affected e Levetiracetam TB3D

PA Criteria Criteria Details

Indications All FDA-approved Indications.

Off-Label Uses | N/A

Exclusion N/A

Criteria

Required Evidence from documentation or claims history that Spritam is not being

Medical used as monotherapy for myoclonic seizures or primary generalized tonic-

Information clonic seizures.

Age Restrictions | N/A

Prescriber N/A

Restrictions

Coverage Lifetime

Duration

Other Criteria The following criteria applies to members who newly start on the drug:
For all diagnoses: rationale why oral tablets or oral solution is not
appropriate. 1) For the treatment of partial-onset seizures, failure of one of
the following: carbamazepine tablet/chew tablet/suspension,
oxcarbazepine tablet/suspension, phenytoin capsule/chew
tablet/suspension, topiramate, divalproex, felbamate tablet/suspension,
tiagabine, lamotrigine tablet/chew tablet/oral disintegrating tablet,
gabapentin tablet/capsule/solution, lacosamide tablet/suspension or
zonisamide. 2) For the treatment of primary generalized tonic-clonic
seizures, failure of one of the following: topiramate, lamotrigine
tablet/chew tablet/oral disintegrating tablet, phenytoin capsule/chew
tablet/suspension, lacosamide tablet/suspension or carbamazepine
tablet/chew tablet/suspension. 3) For the treatment of myoclonic seizures,
failure of one of the following: divalproex, lamotrigine tablet/chew
tablet/oral disintegrating tablet or topiramate.

Prerequisite Criteria DOES require use of a prerequisite Part D drug.

Therapy

Required
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STIVARGA (REGORAFENIB)

Products Affected e Stivarga
PA Criteria Criteria Details
Indications All Medically-accepted Indications.
Off-Label Uses | N/A
Exclusion N/A
Criteria
Required Medical record documentation of the diagnosis.
Medical
Information

Age Restrictions

N/A

Prescriber Prescribed by or in consultation with an oncologist.

Restrictions

Coverage Lifetime

Duration

Other Criteria Drug must be prescribed for a FDA approved indication. If prescribed for
non-cancer indication that is not FDA approved, the off-label use of the
drug must be for a medically accepted indication that is supported by
AHFS (American Hospital Formulary Service) Drug Information or
Micromedex DrugDex. If prescribed for a cancer indication that is not
FDA approved, the off-label use of the drug must be supported by NCCN
(National Comprehensive Cancer Network) guidelines, AHFS (American
Hospital Formulary Service) Drug Information, Micromedex DrugDex,
Clinical Pharmacology, Lexi-Drugs, or research found in peer reviewed
medical literature in accordance with Chapter 15 of the Medicare Benefit
Policy Manual.

Prerequisite Criteria DOES NOT require use of a prerequisite Part D drug.

Therapy

Required
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SUCRAID (SACROSIDASE)

Products Affected e Sucraid

PA Criteria Criteria Details

Indications Pending CMS Review

Off-Label Uses Pending CMS Review

Exclusion Pending CMS Review
Criteria

Required Pending CMS Review
Medical

Information

Age Restrictions | Pending CMS Review

Prescriber Pending CMS Review
Restrictions

Coverage Pending CMS Review
Duration

Other Criteria Pending CMS Review

Prerequisite Pending CMS Review
Therapy
Required
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SUNITINIB

Products Affected ¢ Sunitinib Malate
PA Criteria Criteria Details
Indications All Medically-accepted Indications.
Off-Label Uses | N/A
Exclusion N/A
Criteria
Required Medical record documentation of the diagnosis.
Medical
Information

Age Restrictions

N/A

Prescriber Prescribed by or in consultation with an oncologist.

Restrictions

Coverage Lifetime

Duration

Other Criteria Drug must be prescribed for a FDA approved indication. If prescribed for
non-cancer indication that is not FDA approved, the off-label use of the
drug must be for a medically accepted indication that is supported by
AHFS (American Hospital Formulary Service) Drug Information or
Micromedex DrugDex. If prescribed for a cancer indication that is not
FDA approved, the off-label use of the drug must be supported by NCCN
(National Comprehensive Cancer Network) guidelines, AHFS (American
Hospital Formulary Service) Drug Information, Micromedex DrugDex,
Clinical Pharmacology, Lexi-Drugs, or research found in peer reviewed
medical literature in accordance with Chapter 15 of the Medicare Benefit
Policy Manual.

Prerequisite Criteria DOES NOT require use of a prerequisite Part D drug.

Therapy

Required
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SYMDEKO (TEZACAFTOR-IVACAFTOR)

Products Affected e Symdeko
PA Criteria Criteria Details
Indications All FDA-approved Indications.
Off-Label Uses | N/A
Exclusion N/A
Criteria
Required Initial criteria: Medical record documentation of a diagnosis of cystic
Medical fibrosis homozygous for the F508del mutation or has a mutation that is
Information responsive to the drug confirmed using an FDA-cleared cystic fibrosis

mutation test. Renewal criteria: Medical record documentation of
treatment response such as an improvement in FEV1, reduction in
pulmonary exacerbation, or improvement in respiratory symptoms.

Age Restrictions

N/A

Prescriber Prescribed by or in consultation with a pulmonologist.
Restrictions

Coverage Initial: 6 months. Renewal: 12 months.

Duration

Other Criteria N/A

Prerequisite Criteria DOES NOT require use of a prerequisite Part D drug.
Therapy

Required
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SYMPAZAN (CLOBAZAM FILM)

Products Affected e Sympazan
PA Criteria Criteria Details
Indications All Medically-accepted Indications.
Off-Label Uses | N/A
Exclusion N/A
Criteria
Required Sympazan must be used as adjunctive treatment.
Medical
Information

Age Restrictions

2 years of age or older

Prescriber N/A

Restrictions

Coverage Lifetime

Duration

Other Criteria The following criteria applies to members who newly start on the drug: 1)
For Lennox-Gastaut, petit mal variant, failure of a) clonazepam and b)
one of the following: valproate, topiramate, lamotrigine, felbamate or
rufinamide. 2) For Lennox-Gastaut, other seizure types, failure of two of
the following: clonazepam, valproate, topiramate, lamotrigine, felbamate
or rufinamide. 3) For all indications, documentation of an inability to
swallow solid and liquid dosage forms (tablets and suspension).

Prerequisite Criteria DOES require use of a prerequisite Part D drug.

Therapy

Required
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SYMPROIC (NALDEMEDINE)

Products Affected e Symproic

PA Criteria Criteria Details

Indications All FDA-approved Indications.

Off-Label Uses N/A

Exclusion N/A

Criteria

Required Documentation of fewer than 3 spontaneous bowel movements per week.
Medical

Information

Age Restrictions | N/A

Prescriber N/A
Restrictions

Coverage Lifetime
Duration

Other Criteria N/A

Prerequisite Criteria DOES NOT require use of a prerequisite Part D drug.
Therapy
Required
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SYNAREL (NAFARELIN)

Products Affected e Synarel

PA Criteria Criteria Details

Indications Pending CMS Review

Off-Label Uses Pending CMS Review

Exclusion Pending CMS Review
Criteria

Required Pending CMS Review
Medical

Information

Age Restrictions | Pending CMS Review

Prescriber Pending CMS Review
Restrictions

Coverage Pending CMS Review
Duration

Other Criteria Pending CMS Review

Prerequisite Pending CMS Review
Therapy
Required
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TABRECTA (CAPMATINIB)

Products Affected e Tabrecta
PA Criteria Criteria Details
Indications All Medically-accepted Indications.
Off-Label Uses | N/A
Exclusion N/A
Criteria
Required Medical record documentation of the diagnosis.
Medical
Information

Age Restrictions

N/A

Prescriber Prescribed by or in consultation with an oncologist.

Restrictions

Coverage Lifetime

Duration

Other Criteria Drug must be prescribed for a FDA approved indication. If prescribed for
non-cancer indication that is not FDA approved, the off-label use of the
drug must be for a medically accepted indication that is supported by
AHFS (American Hospital Formulary Service) Drug Information or
Micromedex DrugDex. If prescribed for a cancer indication that is not
FDA approved, the off-label use of the drug must be supported by NCCN
(National Comprehensive Cancer Network) guidelines, AHFS (American
Hospital Formulary Service) Drug Information, Micromedex DrugDex,
Clinical Pharmacology, Lexi-Drugs, or research found in peer reviewed
medical literature in accordance with Chapter 15 of the Medicare Benefit
Policy Manual.

Prerequisite Criteria DOES NOT require use of a prerequisite Part D drug.

Therapy

Required
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TADALAFIL (BENIGN PROSTATIC HYPERPLASIA)

Products Affected e Tadalafil TABS 2.5MG, SMG
PA Criteria Criteria Details
Indications All FDA-approved Indications.
Off-Label Uses | N/A
Exclusion N/A
Criteria
Required Initial: Medical record documentation of a diagnosis of benign prostatic
Medical hyperplasia (BPH). Renewal: medical record documentation of an
Information improvement in symptoms of BPH.
Age Restrictions | N/A
Prescriber N/A
Restrictions
Coverage Initial: 6 months. Renewal: Lifetime.
Duration
Other Criteria Initial: failure of 1) an alpha blocker such as tamsulosin or alfuzosin and
2) an alpha reductase inhibitor such as finasteride or dutasteride.
Prerequisite Criteria DOES require use of a prerequisite Part D drug.
Therapy
Required
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TADALAFIL (PULMONARY ARTERIAL HYPERTENSION)

Products Affected e Alyq
e Tadalafil TABS 20MG
e Tadliq

PA Criteria Criteria Details

Indications All FDA-approved Indications.

Off-Label Uses N/A

Exclusion Concurrent use of nitrates.

Criteria

Required Documentation of New York Heart Association (NYHA) Class II or III.
Medical

Information

Age Restrictions | N/A

Prescriber Prescribed by or in consultation with a pulmonologist or cardiologist.

Restrictions

Coverage Lifetime

Duration

Other Criteria For Tadliq: documentation of an inability to swallow oral tablets or
capsules.

Prerequisite Criteria DOES NOT require use of a prerequisite Part D drug.

Therapy

Required
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TAFINLAR (DABRAFENIB)

Products Affected e Tafinlar
PA Criteria Criteria Details
Indications All Medically-accepted Indications.
Off-Label Uses | N/A
Exclusion N/A
Criteria
Required Medical record documentation of the diagnosis.
Medical
Information

Age Restrictions

N/A

Prescriber Prescribed by or in consultation with an oncologist.

Restrictions

Coverage Lifetime

Duration

Other Criteria Drug must be prescribed for a FDA approved indication. If prescribed for
non-cancer indication that is not FDA approved, the off-label use of the
drug must be for a medically accepted indication that is supported by
AHFS (American Hospital Formulary Service) Drug Information or
Micromedex DrugDex. If prescribed for a cancer indication that is not
FDA approved, the off-label use of the drug must be supported by NCCN
(National Comprehensive Cancer Network) guidelines, AHFS (American
Hospital Formulary Service) Drug Information, Micromedex DrugDex,
Clinical Pharmacology, Lexi-Drugs, or research found in peer reviewed
medical literature in accordance with Chapter 15 of the Medicare Benefit
Policy Manual.

Prerequisite Criteria DOES NOT require use of a prerequisite Part D drug.

Therapy

Required
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TAGRISSO (OSIMERTINIB)

Products Affected e Tagrisso
PA Criteria Criteria Details
Indications All Medically-accepted Indications.
Off-Label Uses | N/A
Exclusion N/A
Criteria
Required Medical record documentation of the diagnosis.
Medical
Information

Age Restrictions

N/A

Prescriber Prescribed by or in consultation with an oncologist.

Restrictions

Coverage Lifetime

Duration

Other Criteria Drug must be prescribed for a FDA approved indication. If prescribed for
non-cancer indication that is not FDA approved, the off-label use of the
drug must be for a medically accepted indication that is supported by
AHFS (American Hospital Formulary Service) Drug Information or
Micromedex DrugDex. If prescribed for a cancer indication that is not
FDA approved, the off-label use of the drug must be supported by NCCN
(National Comprehensive Cancer Network) guidelines, AHFS (American
Hospital Formulary Service) Drug Information, Micromedex DrugDex,
Clinical Pharmacology, Lexi-Drugs, or research found in peer reviewed
medical literature in accordance with Chapter 15 of the Medicare Benefit
Policy Manual.

Prerequisite Criteria DOES NOT require use of a prerequisite Part D drug.

Therapy

Required
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TAKHZYRO (LANADELUMAB-FLYO)

Products Affected e Takhzyro

PA Criteria Criteria Details

Indications Pending CMS Review

Off-Label Uses Pending CMS Review

Exclusion Pending CMS Review
Criteria

Required Pending CMS Review
Medical

Information

Age Restrictions | Pending CMS Review

Prescriber Pending CMS Review
Restrictions

Coverage Pending CMS Review
Duration

Other Criteria Pending CMS Review

Prerequisite Pending CMS Review
Therapy
Required
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TALZENNA (TALAZOPARIB)

Products Affected e Talzenna

PA Criteria Criteria Details

Indications Pending CMS Review

Off-Label Uses Pending CMS Review

Exclusion Pending CMS Review
Criteria

Required Pending CMS Review
Medical

Information

Age Restrictions | Pending CMS Review

Prescriber Pending CMS Review
Restrictions

Coverage Pending CMS Review
Duration

Other Criteria Pending CMS Review

Prerequisite Pending CMS Review
Therapy
Required
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TARPEYO (BUDESONIDE)

Products Affected e Tarpeyo

PA Criteria Criteria Details

Indications Pending CMS Review

Off-Label Uses Pending CMS Review

Exclusion Pending CMS Review
Criteria

Required Pending CMS Review
Medical

Information

Age Restrictions | Pending CMS Review

Prescriber Pending CMS Review
Restrictions

Coverage Pending CMS Review
Duration

Other Criteria Pending CMS Review

Prerequisite Pending CMS Review
Therapy
Required
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TAVALISSE (FOSTAMATINIB)

Products Affected e Tavalisse

PA Criteria Criteria Details

Indications Pending CMS Review

Off-Label Uses Pending CMS Review

Exclusion Pending CMS Review
Criteria

Required Pending CMS Review
Medical

Information

Age Restrictions | Pending CMS Review

Prescriber Pending CMS Review
Restrictions

Coverage Pending CMS Review
Duration

Other Criteria Pending CMS Review

Prerequisite Pending CMS Review
Therapy
Required
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TAVNEOS (AVACOPAN)

Products Affected e Tavneos

PA Criteria Criteria Details

Indications Pending CMS Review

Off-Label Uses Pending CMS Review

Exclusion Pending CMS Review
Criteria

Required Pending CMS Review
Medical

Information

Age Restrictions | Pending CMS Review

Prescriber Pending CMS Review
Restrictions

Coverage Pending CMS Review
Duration

Other Criteria Pending CMS Review

Prerequisite Pending CMS Review
Therapy
Required
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TAZAROTENE

Products Affected e Tazarotene CREA
e Tazarotene GEL

PA Criteria Criteria Details

Indications All FDA-approved Indications.

Off-Label Uses N/A

Exclusion Pregnancy
Criteria

Required N/A
Medical

Information

Age Restrictions | N/A

Prescriber N/A

Restrictions

Coverage Lifetime

Duration

Other Criteria 1) For acne vulgaris: documentation of failure of topical tretinoin. 2) For

psoriasis vulgaris: documentation of failure of a mid-to-high potency
topical corticosteroid (eg. triamcinolone, betamethasone, fluocinonide, or
clobetasol) and topical calcipotriene.

Prerequisite Criteria DOES require use of a prerequisite Part D drug.
Therapy
Required

357



TEPMETKO (TEPOTINIB)

Products Affected e Tepmetko
PA Criteria Criteria Details
Indications All Medically-accepted Indications.
Off-Label Uses | N/A
Exclusion N/A
Criteria
Required Medical record documentation of the diagnosis.
Medical
Information

Age Restrictions

N/A

Prescriber Prescribed by or in consultation with an oncologist.

Restrictions

Coverage Lifetime

Duration

Other Criteria Drug must be prescribed for a FDA approved indication. If prescribed for
non-cancer indication that is not FDA approved, the off-label use of the
drug must be for a medically accepted indication that is supported by
AHFS (American Hospital Formulary Service) Drug Information or
Micromedex DrugDex. If prescribed for a cancer indication that is not
FDA approved, the off-label use of the drug must be supported by NCCN
(National Comprehensive Cancer Network) guidelines, AHFS (American
Hospital Formulary Service) Drug Information, Micromedex DrugDex,
Clinical Pharmacology, Lexi-Drugs, or research found in peer reviewed
medical literature in accordance with Chapter 15 of the Medicare Benefit
Policy Manual.

Prerequisite Criteria DOES NOT require use of a prerequisite Part D drug.

Therapy

Required
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TERIFLUNOMIDE

Products Affected e Teriflunomide
PA Criteria Criteria Details
Indications All FDA-approved Indications.
Off-Label Uses N/A
Exclusion N/A
Criteria
Required N/A
Medical
Information
Age Restrictions | N/A

Prescriber Prescribed by or in consultation with a neurologist.

Restrictions

Coverage Lifetime

Duration

Other Criteria Documentation that teriflunomide is being requested for monotherapy and
is not intended to be used in combination with other multiple sclerosis
agents.

Prerequisite Criteria DOES NOT require use of a prerequisite Part D drug.

Therapy

Required
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TERIPARATIDE

Products Affected e Bonsity
e Teriparatide

PA Criteria Criteria Details

Indications Pending CMS Review

Off-Label Uses Pending CMS Review

Exclusion Pending CMS Review
Criteria

Required Pending CMS Review
Medical

Information

Age Restrictions | Pending CMS Review

Prescriber Pending CMS Review
Restrictions

Coverage Pending CMS Review
Duration

Other Criteria Pending CMS Review

Prerequisite Pending CMS Review
Therapy
Required
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TETRABENAZINE

Products Affected e Tetrabenazine

PA Criteria Criteria Details

Indications Pending CMS Review

Off-Label Uses Pending CMS Review

Exclusion Pending CMS Review
Criteria

Required Pending CMS Review
Medical

Information

Age Restrictions | Pending CMS Review

Prescriber Pending CMS Review
Restrictions

Coverage Pending CMS Review
Duration

Other Criteria Pending CMS Review

Prerequisite Pending CMS Review
Therapy
Required
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THALOMID (THALIDOMIDE)

Products Affected e Thalomid CAPS 100MG, 50MG

PA Criteria Criteria Details

Indications Pending CMS Review

Off-Label Uses Pending CMS Review

Exclusion Pending CMS Review
Criteria

Required Pending CMS Review
Medical

Information

Age Restrictions | Pending CMS Review

Prescriber Pending CMS Review
Restrictions

Coverage Pending CMS Review
Duration

Other Criteria Pending CMS Review

Prerequisite Pending CMS Review
Therapy
Required
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TIBSOVO (IVOSIDENIB)

Products Affected e Tibsovo
PA Criteria Criteria Details
Indications All Medically-accepted Indications.
Off-Label Uses | N/A
Exclusion N/A
Criteria
Required Medical record documentation of the diagnosis.
Medical
Information

Age Restrictions

N/A

Prescriber Prescribed by or in consultation with an oncologist or hematologist.

Restrictions

Coverage Lifetime

Duration

Other Criteria Drug must be prescribed for a FDA approved indication. If prescribed for
non-cancer indication that is not FDA approved, the off-label use of the
drug must be for a medically accepted indication that is supported by
AHFS (American Hospital Formulary Service) Drug Information or
Micromedex DrugDex. If prescribed for a cancer indication that is not
FDA approved, the off-label use of the drug must be supported by NCCN
(National Comprehensive Cancer Network) guidelines, AHFS (American
Hospital Formulary Service) Drug Information, Micromedex DrugDex,
Clinical Pharmacology, Lexi-Drugs, or research found in peer reviewed
medical literature in accordance with Chapter 15 of the Medicare Benefit
Policy Manual.

Prerequisite Criteria DOES NOT require use of a prerequisite Part D drug.

Therapy

Required
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TICOVAC (TICK-BORNE ENCEPHALITIS VACCINE)

Products Affected e Ticovac

PA Criteria Criteria Details

Indications Pending CMS Review

Off-Label Uses Pending CMS Review

Exclusion Pending CMS Review
Criteria

Required Pending CMS Review
Medical

Information

Age Restrictions | Pending CMS Review

Prescriber Pending CMS Review
Restrictions

Coverage Pending CMS Review
Duration

Other Criteria Pending CMS Review

Prerequisite Pending CMS Review
Therapy
Required
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TIGECYCLINE

Products Affected e Tigecycline

PA Criteria Criteria Details

Indications Pending CMS Review

Off-Label Uses Pending CMS Review

Exclusion Pending CMS Review
Criteria

Required Pending CMS Review
Medical

Information

Age Restrictions | Pending CMS Review

Prescriber Pending CMS Review
Restrictions

Coverage Pending CMS Review
Duration

Other Criteria Pending CMS Review

Prerequisite Pending CMS Review
Therapy
Required
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TIROSINT (LEVOTHYROXINE ORAL SOLUTION)

Products Affected e Tirosint-sol

PA Criteria Criteria Details

Indications All FDA-approved Indications.

Off-Label Uses N/A

Exclusion N/A
Criteria

Required N/A
Medical

Information

Age Restrictions | N/A

Prescriber N/A

Restrictions

Coverage Lifetime

Duration

Other Criteria Documentation of an inability to take solid oral dosage forms.
Prerequisite Criteria DOES NOT require use of a prerequisite Part D drug.
Therapy

Required
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TOBI PODHALER (INHALED TOBRAMYCIN)

Products Affected e Tobi Podhaler

PA Criteria Criteria Details

Indications Pending CMS Review

Off-Label Uses Pending CMS Review

Exclusion Pending CMS Review
Criteria

Required Pending CMS Review
Medical

Information

Age Restrictions | Pending CMS Review

Prescriber Pending CMS Review
Restrictions

Coverage Pending CMS Review
Duration

Other Criteria Pending CMS Review

Prerequisite Pending CMS Review
Therapy
Required
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TOFACITINIB

Products Affected e Tofacitinib Citrate SOLN
e Tofacitinib Citrate TABS
e Tofacitinib Citrate Er

PA Criteria Criteria Details

Indications Pending CMS Review

Off-Label Uses Pending CMS Review

Exclusion Pending CMS Review
Criteria

Required Pending CMS Review
Medical

Information

Age Restrictions | Pending CMS Review

Prescriber Pending CMS Review
Restrictions

Coverage Pending CMS Review
Duration

Other Criteria Pending CMS Review

Prerequisite Pending CMS Review
Therapy
Required
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TOLTERODINE

Products Affected e Tolterodine Tartrate
e Tolterodine Tartrate Er

PA Criteria Criteria Details

Indications All FDA-approved Indications.

Off-Label Uses N/A

Exclusion N/A
Criteria

Required N/A
Medical

Information

Age Restrictions | N/A

Prescriber N/A

Restrictions

Coverage 12 months

Duration

Other Criteria The following criteria only applies to members 60 years of age and older:

Initial: medical record documentation of failure of a) Myrbetriq and b)
Gemtesa (also requires step therapy with Myrbetriq), and prescriber
attestation that the benefits of therapy outweigh the risks of
anticholinergic adverse effects. Renewal: prescriber attestation that the
benefits of therapy continue to outweigh the risks of anticholinergic
adverse effects.

Prerequisite Criteria DOES require use of a prerequisite Part D drug.
Therapy
Required
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TOLVAPTAN

Products Affected e Tolvaptan

PA Criteria Criteria Details

Indications Pending CMS Review

Off-Label Uses Pending CMS Review

Exclusion Pending CMS Review
Criteria

Required Pending CMS Review
Medical

Information

Age Restrictions | Pending CMS Review

Prescriber Pending CMS Review
Restrictions

Coverage Pending CMS Review
Duration

Other Criteria Pending CMS Review

Prerequisite Pending CMS Review
Therapy
Required
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TONMYA (CYCLOBENZAPRINE)

Products Affected e Tonmya

PA Criteria Criteria Details

Indications All FDA-approved Indications.

Off-Label Uses N/A

Exclusion N/A

Criteria

Required Medical record documentation of a diagnosis of fibromyalgia.
Medical

Information

Age Restrictions | N/A

Prescriber N/A

Restrictions

Coverage Lifetime

Duration

Other Criteria Failure of two of the following: pregabalin, duloxetine, or amitriptyline.
Prerequisite Criteria DOES require use of a prerequisite Part D drug.

Therapy

Required
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TOPICAL ACYCLOVIR

Products Affected e Acyclovir CREA
e Acyclovir OINT

PA Criteria Criteria Details

Indications All FDA-approved Indications.

Off-Label Uses N/A

Exclusion N/A
Criteria

Required N/A
Medical

Information

Age Restrictions | N/A

Prescriber N/A
Restrictions

Coverage 12 months
Duration

Other Criteria Applies to acyclovir ointment only: for genital herpes or patient who are
immunocompromised with non-life-threatening mucocutaneous herpes
simplex infection, failure of oral acyclovir.

Prerequisite Criteria DOES require use of a prerequisite Part D drug.
Therapy
Required
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TOPICAL DICLOFENAC

Products Affected ¢ Diclofenac Sodium GEL 3%
¢ Diclofenac Sodium TOPICAL SOLN
1.5%
PA Criteria Criteria Details
Indications All FDA-approved Indications, Some Medically accepted Indications.
Off-Label Uses 1) Cancer-related pain (diclofenac sodium solution only)
Exclusion N/A
Criteria
Required For diclofenac 3% gel only: medical record documentation of actinic
Medical keratosis. For diclofenac sodium solution: 1) Cancer related pain, initial:
Information medical record documentation of cancer-related pain. 2) Osteoarthritis of

the knee, initial: medical record confirmation of osteoarthritis of the knee.

Age Restrictions | N/A

Prescriber N/A

Restrictions

Coverage Actinic keratosis: 90 days. All others: 12 months.

Duration

Other Criteria Actinic keratosis, initial: failure of or contraindication to imiquimod and
topical 5-fluorouracil.

Prerequisite Criteria DOES require use of a prerequisite Part D drug.

Therapy

Required
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TOPICAL PENCICLOVIR

Products Affected e Penciclovir CREA

PA Criteria Criteria Details

Indications All FDA-approved Indications.

Off-Label Uses N/A

Exclusion N/A
Criteria

Required N/A
Medical

Information

Age Restrictions | N/A

Prescriber N/A
Restrictions

Coverage 12 months
Duration

Other Criteria For recurrent herpes simplex labialis (oral herpes), failure of topical
acyclovir cream.

Prerequisite Criteria DOES require use of a prerequisite Part D drug.
Therapy
Required
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TOPIRAMATE ORAL SOLUTION

Products Affected e Topiramate SOLN 25MG/ML

PA Criteria Criteria Details

Indications All FDA-approved Indications.

Off-Label Uses N/A

Exclusion N/A
Criteria

Required N/A
Medical

Information

Age Restrictions | N/A

Prescriber N/A

Restrictions

Coverage Lifetime

Duration

Other Criteria The following criteria applies to new starts only. Initial: Documentation
of an inability to swallow oral dosage forms or contents of sprinkle
capsules.

Prerequisite Criteria DOES NOT require use of a prerequisite Part D drug.

Therapy

Required
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TOREMIFENE

Products Affected e Toremifene Citrate
PA Criteria Criteria Details
Indications All Medically-accepted Indications.
Off-Label Uses N/A
Exclusion N/A
Criteria
Required Medical record documentation of the diagnosis.
Medical
Information

Age Restrictions

N/A

Prescriber Prescribed by or in consultation with an oncologist, hematologist,

Restrictions endocrinologist or neurologist. For chronic graft versus host disease, a
transplant specialist. For systemic mast cell disease, an allergist or
immunologist. For dermatofibrosarcoma protuberans, a dermatologist.

Coverage Lifetime

Duration

Other Criteria Drug must be prescribed for a FDA approved indication. If prescribed for
non-cancer indication that is not FDA approved, the off-label use of the
drug must be for a medically accepted indication that is supported by
AHFS (American Hospital Formulary Service) Drug Information or
Micromedex DrugDex. If prescribed for a cancer indication that is not
FDA approved, the off-label use of the drug must be supported by NCCN
(National Comprehensive Cancer Network) guidelines, AHFS (American
Hospital Formulary Service) Drug Information, Micromedex DrugDex,
Clinical Pharmacology, Lexi-Drugs, or research found in peer reviewed
medical literature in accordance with Chapter 15 of the Medicare Benefit
Policy Manual.

Prerequisite Criteria DOES NOT require use of a prerequisite Part D drug.

Therapy

Required
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TRELSTAR MIX (TRIPTORELIN)

Products Affected e Trelstar Mixject

PA Criteria Criteria Details

Indications Pending CMS Review

Off-Label Uses Pending CMS Review

Exclusion Pending CMS Review
Criteria

Required Pending CMS Review
Medical

Information

Age Restrictions | Pending CMS Review

Prescriber Pending CMS Review
Restrictions

Coverage Pending CMS Review
Duration

Other Criteria Pending CMS Review

Prerequisite Pending CMS Review
Therapy
Required
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TREMFYA (GUSELKUMAB)

Products Affected e Tremfya INJ 100MG/ML,
200MG/2ML
e Tremfya Induction Pack For Crohns
Disease/ulcerative Colitis

PA Criteria Criteria Details

Indications Pending CMS Review

Off-Label Uses Pending CMS Review

Exclusion Pending CMS Review
Criteria

Required Pending CMS Review
Medical

Information

Age Restrictions | Pending CMS Review

Prescriber Pending CMS Review
Restrictions

Coverage Pending CMS Review
Duration

Other Criteria Pending CMS Review

Prerequisite Pending CMS Review
Therapy
Required

378



TRETINOIN

Products Affected e Tretinoin CAPS
PA Criteria Criteria Details
Indications All Medically-accepted Indications.
Off-Label Uses | N/A
Exclusion N/A
Criteria
Required Medical record documentation of the diagnosis.
Medical
Information

Age Restrictions

N/A

Prescriber Prescribed by or in consultation with an oncologist or hematologist.

Restrictions

Coverage Lifetime

Duration

Other Criteria Drug must be prescribed for a FDA approved indication. If prescribed for
non-cancer indication that is not FDA approved, the off-label use of the
drug must be for a medically accepted indication that is supported by
AHFS (American Hospital Formulary Service) Drug Information or
Micromedex DrugDex. If prescribed for a cancer indication that is not
FDA approved, the off-label use of the drug must be supported by NCCN
(National Comprehensive Cancer Network) guidelines, AHFS (American
Hospital Formulary Service) Drug Information, Micromedex DrugDex,
Clinical Pharmacology, Lexi-Drugs, or research found in peer reviewed
medical literature in accordance with Chapter 15 of the Medicare Benefit
Policy Manual.

Prerequisite Criteria DOES NOT require use of a prerequisite Part D drug.

Therapy

Required
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TRIKAFTA (ELEXACAFTOR-TEZACAFTOR-IVACAFTOR)

Products Affected e Trikafta

PA Criteria Criteria Details

Indications Pending CMS Review

Off-Label Uses Pending CMS Review

Exclusion Pending CMS Review
Criteria

Required Pending CMS Review
Medical

Information

Age Restrictions | Pending CMS Review

Prescriber Pending CMS Review
Restrictions

Coverage Pending CMS Review
Duration

Other Criteria Pending CMS Review

Prerequisite Pending CMS Review
Therapy
Required
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TRINTELLIX (VORTIOXETINE)

Products Affected e Trintellix

PA Criteria Criteria Details

Indications All FDA-approved Indications.

Off-Label Uses N/A

Exclusion N/A
Criteria

Required N/A
Medical

Information

Age Restrictions | N/A

Prescriber N/A

Restrictions

Coverage Lifetime

Duration

Other Criteria The following criteria applies to members who newly start on the drug:

Failure of 1) a selective serotonin reuptake inhibitor (SSRI): such as
fluoxetine, paroxetine, citalopram, escitalopram, sertraline, AND 2)
venlafaxine or duloxetine.

Prerequisite Criteria DOES require use of a prerequisite Part D drug.
Therapy
Required
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TROSPIUM

Products Affected e Trospium Chloride

e Trospium Chloride Er

PA Criteria Criteria Details

Indications All FDA-approved Indications.

Off-Label Uses | N/A

Exclusion N/A

Criteria

Required N/A

Medical

Information

Age Restrictions | N/A

Prescriber N/A

Restrictions

Coverage 12 months

Duration

Other Criteria The following criteria only applies to members 60 years of age and older:
Initial: medical record documentation of failure of a) Myrbetriq and b)
Gemtesa (also requires step therapy with Myrbetriq), and prescriber
attestation that the benefits of therapy outweigh the risks of
anticholinergic adverse effects. Renewal: prescriber attestation that the
benefits of therapy continue to outweigh the risks of anticholinergic
adverse effects.

Prerequisite Criteria DOES require use of a prerequisite Part D drug.

Therapy

Required
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TRULICITY (DULAGLUTIDE)

Products Affected e Trulicity

PA Criteria Criteria Details

Indications All FDA-approved Indications.

Off-Label Uses N/A

Exclusion N/A

Criteria

Required Medical record documentation of a diagnosis of type 2 diabetes.
Medical

Information

Age Restrictions | N/A

Prescriber N/A
Restrictions

Coverage Lifetime
Duration

Other Criteria N/A

Prerequisite Criteria DOES NOT require use of a prerequisite Part D drug.
Therapy
Required
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TRUMENBA (MENINGOCOCCAL B VACCINE)

Products Affected e Trumenba

PA Criteria Criteria Details

Indications All FDA-approved Indications.

Off-Label Uses N/A

Exclusion N/A
Criteria

Required N/A
Medical

Information

Age Restrictions | Between 10 years and 25 years of age

Prescriber N/A
Restrictions

Coverage 6 months
Duration

Other Criteria N/A

Prerequisite Criteria DOES NOT require use of a prerequisite Part D drug.
Therapy
Required
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TRUQAP (CAPIVASERTIB)

Products Affected e Trugap TABS 200MG
e Trugap TBPK 160MG

PA Criteria Criteria Details

Indications Pending CMS Review

Off-Label Uses Pending CMS Review

Exclusion Pending CMS Review
Criteria

Required Pending CMS Review
Medical

Information

Age Restrictions | Pending CMS Review

Prescriber Pending CMS Review
Restrictions

Coverage Pending CMS Review
Duration

Other Criteria Pending CMS Review

Prerequisite Pending CMS Review
Therapy
Required
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TRYNGOLZA (OLEZARSEN)

Products Affected e Tryngolza

PA Criteria Criteria Details

Indications Pending CMS Review

Off-Label Uses Pending CMS Review

Exclusion Pending CMS Review
Criteria

Required Pending CMS Review
Medical

Information

Age Restrictions | Pending CMS Review

Prescriber Pending CMS Review
Restrictions

Coverage Pending CMS Review
Duration

Other Criteria Pending CMS Review

Prerequisite Pending CMS Review
Therapy
Required
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TRYVIO (APROCITENTAN)

Products Affected e Tryvio
PA Criteria Criteria Details
Indications All FDA-approved Indications.
Off-Label Uses | N/A
Exclusion N/A
Criteria
Required Initial: Medical record documentation of 1) blood pressure that is not
Medical adequately controlled on multiple blood pressure lowering medications
Information and 2) that Tryvio will be prescribed in combination with other blood

pressure lowering medications. Renewal: documentation of reduction in
blood pressure from baseline.

Age Restrictions

18 years of age or older

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

Restrictions endocrinologist

Coverage Initial: 6 months. Renewal: 12 months.

Duration

Other Criteria Initial: Failure of at least two of the following: 1) a beta blocker such as
metoprolol, carvedilol, atenolol, 2) a calcium channel blocker such as
amlodipine, nifedipine, diltiazem, verapamil, 3) an angiotensin receptor
blocker or ACE inhibitor such as losartan or lisinopril, 4) a diuretic such
as hydrochlorothiazide.

Prerequisite Criteria DOES require use of a prerequisite Part D drug.

Therapy

Required
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TUKYSA (TUCATINIB)

Products Affected e Tukysa
PA Criteria Criteria Details
Indications All Medically-accepted Indications.
Off-Label Uses | N/A
Exclusion N/A
Criteria
Required Medical record documentation of the diagnosis.
Medical
Information

Age Restrictions

N/A

Prescriber Prescribed by or in consultation with an oncologist.

Restrictions

Coverage Lifetime

Duration

Other Criteria Drug must be prescribed for a FDA approved indication. If prescribed for
non-cancer indication that is not FDA approved, the off-label use of the
drug must be for a medically accepted indication that is supported by
AHFS (American Hospital Formulary Service) Drug Information or
Micromedex DrugDex. If prescribed for a cancer indication that is not
FDA approved, the off-label use of the drug must be supported by NCCN
(National Comprehensive Cancer Network) guidelines, AHFS (American
Hospital Formulary Service) Drug Information, Micromedex DrugDex,
Clinical Pharmacology, Lexi-Drugs, or research found in peer reviewed
medical literature in accordance with Chapter 15 of the Medicare Benefit
Policy Manual.

Prerequisite Criteria DOES NOT require use of a prerequisite Part D drug.

Therapy

Required
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TURALIO (PEXIDARTINIB)

Products Affected e Turalio CAPS 125MG
PA Criteria Criteria Details
Indications All Medically-accepted Indications.
Off-Label Uses N/A
Exclusion N/A
Criteria
Required Medical record documentation of the diagnosis.
Medical
Information

Age Restrictions

N/A

Prescriber Prescribed by or in consultation with an oncologist.

Restrictions

Coverage Lifetime

Duration

Other Criteria Drug must be prescribed for a FDA approved indication. If prescribed for
non-cancer indication that is not FDA approved, the off-label use of the
drug must be for a medically accepted indication that is supported by
AHFS (American Hospital Formulary Service) Drug Information or
Micromedex DrugDex. If prescribed for a cancer indication that is not
FDA approved, the off-label use of the drug must be supported by NCCN
(National Comprehensive Cancer Network) guidelines, AHFS (American
Hospital Formulary Service) Drug Information, Micromedex DrugDex,
Clinical Pharmacology, Lexi-Drugs, or research found in peer reviewed
medical literature in accordance with Chapter 15 of the Medicare Benefit
Policy Manual.

Prerequisite Criteria DOES NOT require use of a prerequisite Part D drug.

Therapy

Required
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TYMLOS (ABALOPARATIDE)

Products Affected e Tymlos

PA Criteria Criteria Details

Indications Pending CMS Review

Off-Label Uses Pending CMS Review

Exclusion Pending CMS Review
Criteria

Required Pending CMS Review
Medical

Information

Age Restrictions | Pending CMS Review

Prescriber Pending CMS Review
Restrictions

Coverage Pending CMS Review
Duration

Other Criteria Pending CMS Review

Prerequisite Pending CMS Review
Therapy
Required
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UBRELVY (UBROGEPANT)

Products Affected e Ubrelvy

PA Criteria Criteria Details

Indications All FDA-approved Indications.

Off-Label Uses N/A

Exclusion N/A
Criteria

Required N/A
Medical

Information

Age Restrictions | N/A

Prescriber N/A

Restrictions

Coverage Lifetime

Duration

Other Criteria Failure of two triptans, such as eletriptan, sumatriptan, naratriptan,

rizatriptan, or zolmitriptan, unless there is documentation of intolerance or
a contraindication to triptans.

Prerequisite Criteria DOES require use of a prerequisite Part D drug.
Therapy
Required
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USTEKINUMAB BIOSIMILARS

Products Affected e Steqeyma INJ 45MG/0.5ML,
90MG/ML
e Yesintek INJ 45MG/0.5ML,
90MG/ML

PA Criteria Criteria Details

Indications Pending CMS Review

Off-Label Uses Pending CMS Review

Exclusion Pending CMS Review
Criteria

Required Pending CMS Review
Medical

Information

Age Restrictions | Pending CMS Review

Prescriber Pending CMS Review
Restrictions

Coverage Pending CMS Review
Duration

Other Criteria Pending CMS Review

Prerequisite Pending CMS Review
Therapy
Required
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UZEDY (RISPERIDONE ER)

Products Affected e Uzedy

PA Criteria Criteria Details

Indications All FDA-approved Indications.

Off-Label Uses N/A

Exclusion N/A
Criteria

Required N/A
Medical

Information

Age Restrictions | N/A

Prescriber N/A

Restrictions

Coverage Lifetime

Duration

Other Criteria The following criteria applies to members who newly start on the drug:

trial of, intolerance to or contraindication to generic risperidone
intramuscular injection (generic Risperdal Consta).

Prerequisite Criteria DOES require use of a prerequisite Part D drug.
Therapy
Required
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VALCHLOR (MECHLORETHAMINE)

Products Affected e Valchlor

PA Criteria Criteria Details

Indications Pending CMS Review

Off-Label Uses Pending CMS Review

Exclusion Pending CMS Review
Criteria

Required Pending CMS Review
Medical

Information

Age Restrictions | Pending CMS Review

Prescriber Pending CMS Review
Restrictions

Coverage Pending CMS Review
Duration

Other Criteria Pending CMS Review

Prerequisite Pending CMS Review
Therapy
Required
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VANFLYTA (QUIZARTINIB)

Products Affected e Vanflyta
PA Criteria Criteria Details
Indications All Medically-accepted Indications.
Off-Label Uses | N/A
Exclusion N/A
Criteria
Required Medical record documentation of the diagnosis.
Medical
Information

Age Restrictions

N/A

Prescriber Prescribed by or in consultation with an oncologist or hematologist.

Restrictions

Coverage Lifetime

Duration

Other Criteria Drug must be prescribed for a FDA approved indication. If prescribed for
non-cancer indication that is not FDA approved, the off-label use of the
drug must be for a medically accepted indication that is supported by
AHFS (American Hospital Formulary Service) Drug Information or
Micromedex DrugDex. If prescribed for a cancer indication that is not
FDA approved, the off-label use of the drug must be supported by NCCN
(National Comprehensive Cancer Network) guidelines, AHFS (American
Hospital Formulary Service) Drug Information, Micromedex DrugDex,
Clinical Pharmacology, Lexi-Drugs, or research found in peer reviewed
medical literature in accordance with Chapter 15 of the Medicare Benefit
Policy Manual.

Prerequisite Criteria DOES NOT require use of a prerequisite Part D drug.

Therapy

Required
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VANRAFIA (ATRASENTAN)

Products Affected e Vanrafia

PA Criteria Criteria Details

Indications Pending CMS Review

Off-Label Uses Pending CMS Review

Exclusion Pending CMS Review
Criteria

Required Pending CMS Review
Medical

Information

Age Restrictions | Pending CMS Review

Prescriber Pending CMS Review
Restrictions

Coverage Pending CMS Review
Duration

Other Criteria Pending CMS Review

Prerequisite Pending CMS Review
Therapy
Required
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VAXCHORA (CHOLERA VACCINE)

Products Affected e Vaxchora

PA Criteria Criteria Details

Indications Pending CMS Review

Off-Label Uses Pending CMS Review

Exclusion Pending CMS Review
Criteria

Required Pending CMS Review
Medical

Information

Age Restrictions | Pending CMS Review

Prescriber Pending CMS Review
Restrictions

Coverage Pending CMS Review
Duration

Other Criteria Pending CMS Review

Prerequisite Pending CMS Review
Therapy
Required

397



VENCLEXTA (VENETOCLAX)

Products Affected e Venclexta
e Venclexta Starting Pack

PA Criteria Criteria Details

Indications Pending CMS Review

Off-Label Uses Pending CMS Review

Exclusion Pending CMS Review
Criteria

Required Pending CMS Review
Medical

Information

Age Restrictions | Pending CMS Review

Prescriber Pending CMS Review
Restrictions

Coverage Pending CMS Review
Duration

Other Criteria Pending CMS Review

Prerequisite Pending CMS Review
Therapy
Required
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VEOZAH (FEZOLINETANT)

Products Affected e Veozah
PA Criteria Criteria Details
Indications All FDA-approved Indications.
Off-Label Uses | N/A
Exclusion N/A
Criteria
Required Initial: Medical record documentation of moderate to severe vasomotor
Medical symptoms due to menopause. Renewal: documentation of a reduction in
Information severity of vasomotor symptoms.
Age Restrictions | N/A
Prescriber N/A
Restrictions
Coverage Initial: 6 months. Renewal: Lifetime.
Duration
Other Criteria 1) Failure of paroxetine. 2) Failure of or contraindication to systemic
estrogen.
Prerequisite Criteria DOES require use of a prerequisite Part D drug.
Therapy
Required
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VERKAZIA (CYCLOSPORINE)

Products Affected e Verkazia
PA Criteria Criteria Details
Indications All FDA-approved Indications.
Off-Label Uses | N/A
Exclusion N/A
Criteria
Required Renewal: documentation of an improvement in symptoms of vernal
Medical keratoconjunctivitis.
Information

Age Restrictions

N/A

Prescriber Prescribed by or in consultation with an ophthalmologist.
Restrictions

Coverage Initial: 6 months. Renewal: 12 months.

Duration

Other Criteria N/A

Prerequisite Criteria DOES NOT require use of a prerequisite Part D drug.
Therapy

Required
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VERQUVO (VERICIGUAT)

Products Affected e Verquvo
PA Criteria Criteria Details
Indications All FDA-approved Indications.
Off-Label Uses | N/A
Exclusion N/A
Criteria
Required Medical record documentation of 1) ejection fraction of less than 45%, 2)
Medical NYHA class II-1V, 3) a recent decompensation requiring hospitalization
Information or a need for outpatient IV diuretics.

Age Restrictions

N/A

Prescriber Prescribed by or in consultation with a cardiologist.
Restrictions

Coverage Lifetime

Duration

Other Criteria N/A

Prerequisite Criteria DOES require use of a prerequisite Part D drug.
Therapy

Required
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VERSACLOZ (CLOZAPINE)

Products Affected e Versacloz

PA Criteria Criteria Details

Indications All FDA-approved Indications.

Off-Label Uses N/A

Exclusion N/A
Criteria

Required N/A
Medical

Information

Age Restrictions | N/A

Prescriber N/A
Restrictions

Coverage Lifetime
Duration

Other Criteria The following criteria applies to members who newly start on the drug:
Documentation of an inability to use clozapine oral disintegrating tablets.

Prerequisite Criteria DOES require use of a prerequisite Part D drug.
Therapy
Required
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VERZENIO (ABEMACICLIB)

Products Affected e Verzenio
PA Criteria Criteria Details
Indications All Medically-accepted Indications.
Off-Label Uses | N/A
Exclusion N/A
Criteria
Required Medical record documentation of the diagnosis.
Medical
Information

Age Restrictions

N/A

Prescriber Prescribed by or in consultation with an oncologist.

Restrictions

Coverage Lifetime

Duration

Other Criteria Drug must be prescribed for a FDA approved indication. If prescribed for
non-cancer indication that is not FDA approved, the off-label use of the
drug must be for a medically accepted indication that is supported by
AHFS (American Hospital Formulary Service) Drug Information or
Micromedex DrugDex. If prescribed for a cancer indication that is not
FDA approved, the off-label use of the drug must be supported by NCCN
(National Comprehensive Cancer Network) guidelines, AHFS (American
Hospital Formulary Service) Drug Information, Micromedex DrugDex,
Clinical Pharmacology, Lexi-Drugs, or research found in peer reviewed
medical literature in accordance with Chapter 15 of the Medicare Benefit
Policy Manual.

Prerequisite Criteria DOES NOT require use of a prerequisite Part D drug.

Therapy

Required
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VIBERZI (ELUXADOLINE)

Products Affected e Viberzi

PA Criteria Criteria Details

Indications Pending CMS Review

Off-Label Uses Pending CMS Review

Exclusion Pending CMS Review
Criteria

Required Pending CMS Review
Medical

Information

Age Restrictions | Pending CMS Review

Prescriber Pending CMS Review
Restrictions

Coverage Pending CMS Review
Duration

Other Criteria Pending CMS Review

Prerequisite Pending CMS Review
Therapy
Required
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VIGABATRIN

Products Affected e Vigabatrin
e Vigafyde
PA Criteria Criteria Details
Indications All FDA-approved Indications.
Off-Label Uses | N/A
Exclusion N/A
Criteria
Required Complex Partial Seizures (CPS) Initial: Requires use with another
Medical anticonvulsant as combination therapy.
Information

Age Restrictions

Infantile Spasm: 2 years of age or younger

Prescriber N/A

Restrictions

Coverage Lifetime

Duration

Other Criteria The following criteria applies to members who newly start on the drug for
the treatment of Complex Partial Seizures: Failure of adjunctive treatment
with at least two of the following: topiramate, felbamate, gabapentin,
lamotrigine, tiagabine, levetiracetam, oxcarbazepine, zonisamide or
lacosamide.

Prerequisite Criteria DOES require use of a prerequisite Part D drug.

Therapy

Required
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V1JOICE (ALPELISIB)

Products Affected e Vijoice

PA Criteria Criteria Details

Indications Pending CMS Review

Off-Label Uses Pending CMS Review

Exclusion Pending CMS Review
Criteria

Required Pending CMS Review
Medical

Information

Age Restrictions | Pending CMS Review

Prescriber Pending CMS Review
Restrictions

Coverage Pending CMS Review
Duration

Other Criteria Pending CMS Review

Prerequisite Pending CMS Review
Therapy
Required
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VILAZODONE

Products Affected e Vilazodone Hydrochloride

PA Criteria Criteria Details

Indications All FDA-approved Indications.

Off-Label Uses | N/A

Exclusion Concomitant use of a MAOI or within 14 days after discontinuing a

Criteria MAOL

Required N/A

Medical

Information

Age Restrictions | N/A

Prescriber N/A

Restrictions

Coverage Lifetime

Duration

Other Criteria The following criteria applies to members who newly start on the drug:
Documentation of failure of 1) a selective serotonin reuptake inhibitor
such as paroxetine, fluoxetine, citalopram, escitalopram or sertraline and
2) venlafaxine or duloxetine.

Prerequisite Criteria DOES require use of a prerequisite Part D drug.

Therapy

Required
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VITRAKVI (LAROTRECTINIB)

Products Affected e Vitrakvi
PA Criteria Criteria Details
Indications All Medically-accepted Indications.
Off-Label Uses | N/A
Exclusion N/A
Criteria
Required Medical record documentation of the diagnosis.
Medical
Information

Age Restrictions

N/A

Prescriber Prescribed by or in consultation with an oncologist.

Restrictions

Coverage Lifetime

Duration

Other Criteria Drug must be prescribed for a FDA approved indication. If prescribed for
non-cancer indication that is not FDA approved, the off-label use of the
drug must be for a medically accepted indication that is supported by
AHFS (American Hospital Formulary Service) Drug Information or
Micromedex DrugDex. If prescribed for a cancer indication that is not
FDA approved, the off-label use of the drug must be supported by NCCN
(National Comprehensive Cancer Network) guidelines, AHFS (American
Hospital Formulary Service) Drug Information, Micromedex DrugDex,
Clinical Pharmacology, Lexi-Drugs, or research found in peer reviewed
medical literature in accordance with Chapter 15 of the Medicare Benefit
Policy Manual.

Prerequisite Criteria DOES NOT require use of a prerequisite Part D drug.

Therapy

Required
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VONJO (PACRITINIB)

Products Affected e Vonjo
PA Criteria Criteria Details
Indications All Medically-accepted Indications.
Off-Label Uses | N/A
Exclusion N/A
Criteria
Required Medical record documentation of the diagnosis.
Medical
Information

Age Restrictions

N/A

Prescriber Prescribed by or in consultation with an oncologist or hematologist.

Restrictions

Coverage Lifetime

Duration

Other Criteria Drug must be prescribed for a FDA approved indication. If prescribed for
non-cancer indication that is not FDA approved, the off-label use of the
drug must be for a medically accepted indication that is supported by
AHFS (American Hospital Formulary Service) Drug Information or
Micromedex DrugDex. If prescribed for a cancer indication that is not
FDA approved, the off-label use of the drug must be supported by NCCN
(National Comprehensive Cancer Network) guidelines, AHFS (American
Hospital Formulary Service) Drug Information, Micromedex DrugDex,
Clinical Pharmacology, Lexi-Drugs, or research found in peer reviewed
medical literature in accordance with Chapter 15 of the Medicare Benefit
Policy Manual.

Prerequisite Criteria DOES NOT require use of a prerequisite Part D drug.

Therapy

Required
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VOQUEZNA DUAL PACK (AMOXICILLIN-VONOPRAZAN)

Products Affected e Voquezna Dual Pak

PA Criteria Criteria Details

Indications Pending CMS Review

Off-Label Uses Pending CMS Review

Exclusion Pending CMS Review
Criteria

Required Pending CMS Review
Medical

Information

Age Restrictions | Pending CMS Review

Prescriber Pending CMS Review
Restrictions

Coverage Pending CMS Review
Duration

Other Criteria Pending CMS Review

Prerequisite Pending CMS Review
Therapy
Required

410



VOQUEZNA TRIPLE PACK (AMOXICILLIN-
CLARITHROMY CIN-VONOPRAZAN)

Products Affected e Voquezna Triple Pak

PA Criteria Criteria Details

Indications Pending CMS Review

Off-Label Uses Pending CMS Review

Exclusion Pending CMS Review
Criteria

Required Pending CMS Review
Medical

Information

Age Restrictions | Pending CMS Review

Prescriber Pending CMS Review
Restrictions

Coverage Pending CMS Review
Duration

Other Criteria Pending CMS Review

Prerequisite Pending CMS Review
Therapy
Required
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VORANIGO (VORASIDENIB)

Products Affected e Voranigo
PA Criteria Criteria Details
Indications All Medically-accepted Indications.
Off-Label Uses | N/A
Exclusion N/A
Criteria
Required Medical record documentation of the diagnosis.
Medical
Information

Age Restrictions

N/A

Prescriber Prescribed by or in consultation with an oncologist.

Restrictions

Coverage Lifetime

Duration

Other Criteria Drug must be prescribed for a FDA approved indication. If prescribed for
non-cancer indication that is not FDA approved, the off-label use of the
drug must be for a medically accepted indication that is supported by
AHFS (American Hospital Formulary Service) Drug Information or
Micromedex DrugDex. If prescribed for a cancer indication that is not
FDA approved, the off-label use of the drug must be supported by NCCN
(National Comprehensive Cancer Network) guidelines, AHFS (American
Hospital Formulary Service) Drug Information, Micromedex DrugDex,
Clinical Pharmacology, Lexi-Drugs, or research found in peer reviewed
medical literature in accordance with Chapter 15 of the Medicare Benefit
Policy Manual.

Prerequisite Criteria DOES NOT require use of a prerequisite Part D drug.

Therapy

Required
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VORICONAZOLE

Products Affected e Voriconazole INJ 200MG

PA Criteria Criteria Details

Indications All Medically-accepted Indications.

Off-Label Uses N/A

Exclusion N/A
Criteria

Required N/A
Medical

Information

Age Restrictions | N/A

Prescriber Prescribed by or in consultation with an infectious disease specialist,
Restrictions hematologist or oncologist.

Coverage Until end of plan year

Duration

Other Criteria N/A

Prerequisite Criteria DOES NOT require use of a prerequisite Part D drug.
Therapy
Required
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VOSEVI (SOFOSBUVIR-VELPATASVIR-VOXILAPREVIR)

Products Affected e Vosevi
PA Criteria Criteria Details
Indications All FDA-approved Indications.
Off-Label Uses | N/A
Exclusion N/A
Criteria
Required Initial: 1) Detectable HCV RNA (viral load), 2) Documentation of
Medical treatment history including response to previous treatment (treatment
Information naive, previous relapser, partial responder or null responder) with a NS5A

inhibitor for genotype 1 to 6 and/or sofosbuvir without an NS5A inhibitor
for genotype la and genotype 3 and 3) Documentation of presence or
absence of cirrhosis.

Age Restrictions | N/A

Prescriber N/A

Restrictions

Coverage Criteria will be applied consistent with current AASLD/IDSA guidance
Duration

Other Criteria N/A

Prerequisite Criteria DOES NOT require use of a prerequisite Part D drug.
Therapy

Required
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VOWST (FECAL MICROBIOTA SPORES)

Products Affected e Vowst
PA Criteria Criteria Details
Indications All FDA-approved Indications.
Off-Label Uses | N/A
Exclusion N/A
Criteria
Required 1) Documentation of at least 1 recurrent episode of c. difficile infection
Medical (CDI) with a positive stool test and 2) documentation that Vowst will be
Information initiated within 2-4 days following completion of an antibiotic course of

treatment for CDI.

Age Restrictions

18 years of age or older

Prescriber N/A

Restrictions

Coverage 3 days

Duration

Other Criteria N/A

Prerequisite Criteria DOES NOT require use of a prerequisite Part D drug.
Therapy

Required
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VOXZOGO (VOSORITIDE)

Products Affected e Voxzogo
PA Criteria Criteria Details
Indications All FDA-approved Indications.
Off-Label Uses | N/A
Exclusion N/A
Criteria
Required Initial: 1) diagnosis of achondroplasia confirmed by genetic testing with a
Medical mutation in the fibroblast growth factor receptor type 3 (FGFR3) gene,
Information and 2) open epiphyses. Renewal: medical record documentation of open

epiphyses.

Age Restrictions

N/A

Prescriber Prescribed by or in consultation with an endocrinologist.
Restrictions

Coverage 12 months

Duration

Other Criteria N/A

Prerequisite Criteria DOES NOT require use of a prerequisite Part D drug.
Therapy

Required
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VOYDEYA (DANICOPAN)

Products Affected e Voydeya
PA Criteria Criteria Details
Indications All FDA-approved Indications.
Off-Label Uses | N/A
Exclusion N/A
Criteria
Required Initial: confirmation of a diagnosis of paroxysmal nocturnal
Medical hemoglobinuria via flow cytometry. Renewal criteria: medical record
Information documentation of clinical benefit, such as increase in hemoglobin level

from baseline.

Age Restrictions

N/A

Prescriber Prescribed by or in consultation with a hematologist or an oncologist.
Restrictions

Coverage Initial: 6 months. Renewal: 12 months.

Duration

Other Criteria N/A

Prerequisite Criteria DOES NOT require use of a prerequisite Part D drug.
Therapy

Required
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VOYXACT (SIBEPRENLIMAB-SZSI)

Products Affected e Voyxact

PA Criteria Criteria Details

Indications Pending CMS Review

Off-Label Uses Pending CMS Review

Exclusion Pending CMS Review
Criteria

Required Pending CMS Review
Medical

Information

Age Restrictions | Pending CMS Review

Prescriber Pending CMS Review
Restrictions

Coverage Pending CMS Review
Duration

Other Criteria Pending CMS Review

Prerequisite Pending CMS Review
Therapy
Required
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VYNDAMAX (TAFAMIDIS)

Products Affected e Vyndamax
PA Criteria Criteria Details
Indications All FDA-approved Indications.
Off-Label Uses | N/A
Exclusion N/A
Criteria
Required Medical record documentation confirming the diagnosis of either wild-
Medical type or hereditary transthyretin amyloid cardiomyopathy (ATTRwt-CM
Information or hATTR-CM).

Age Restrictions

N/A

Prescriber Prescribed by or in consultation with a cardiologist.
Restrictions

Coverage Lifetime

Duration

Other Criteria N/A

Prerequisite Criteria DOES NOT require use of a prerequisite Part D drug.
Therapy

Required
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VYVGART HYTRULO (EFGARTIGIMOD ALF-HYALUR-
QVFC)

Products Affected e Vyvgart Hytrulo INJ 1000MG/5ML;
10000UNIT/5SML

PA Criteria Criteria Details

Indications Pending CMS Review

Off-Label Uses Pending CMS Review

Exclusion Pending CMS Review
Criteria

Required Pending CMS Review
Medical

Information

Age Restrictions | Pending CMS Review

Prescriber Pending CMS Review
Restrictions

Coverage Pending CMS Review
Duration

Other Criteria Pending CMS Review

Prerequisite Pending CMS Review
Therapy
Required
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WAINUA (EPLONTERSEN)

Products Affected e Wainua

PA Criteria Criteria Details

Indications Pending CMS Review

Off-Label Uses Pending CMS Review

Exclusion Pending CMS Review
Criteria

Required Pending CMS Review
Medical

Information

Age Restrictions | Pending CMS Review

Prescriber Pending CMS Review
Restrictions

Coverage Pending CMS Review
Duration

Other Criteria Pending CMS Review

Prerequisite Pending CMS Review
Therapy
Required
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WAKIX (PITOLISANT)

Products Affected e Wakix

PA Criteria Criteria Details

Indications Pending CMS Review

Off-Label Uses Pending CMS Review

Exclusion Pending CMS Review
Criteria

Required Pending CMS Review
Medical

Information

Age Restrictions | Pending CMS Review

Prescriber Pending CMS Review
Restrictions

Coverage Pending CMS Review
Duration

Other Criteria Pending CMS Review

Prerequisite Pending CMS Review
Therapy
Required
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WAYRILZ (RILZABRUTINIB)

Products Affected e Wayrilz

PA Criteria Criteria Details

Indications Pending CMS Review

Off-Label Uses Pending CMS Review

Exclusion Pending CMS Review
Criteria

Required Pending CMS Review
Medical

Information

Age Restrictions | Pending CMS Review

Prescriber Pending CMS Review
Restrictions

Coverage Pending CMS Review
Duration

Other Criteria Pending CMS Review

Prerequisite Pending CMS Review
Therapy
Required
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WEGOVY (SEMAGLUTIDE)

Products Affected o Wegovy
PA Criteria Criteria Details
Indications All FDA-approved Indications.
Off-Label Uses | N/A
Exclusion N/A
Criteria
Required 1) For reducing the risk of major adverse cardiovascular events
Medical (cardiovascular death, non-fatal myocardial infarction, or non-fatal stroke)
Information in adults with established cardiovascular disease, initial: a) Medical

record documentation of established cardiovascular disease (such as prior
stroke, myocardial infarction, or peripheral arterial disease). b) Body mass
index of at least 25 kg/m2. 2) For treatment of noncirrhotic metabolic
dysfunction-associated steatohepatitis (MASH), initial: a) documentation
of moderate to severe liver fibrosis (stage F2 or F3).

Age Restrictions

N/A

Prescriber For MASH: Prescribed by or in consultation with a hepatologist or
Restrictions gastroenterologist.

Coverage Lifetime

Duration

Other Criteria N/A

Prerequisite Criteria DOES NOT require use of a prerequisite Part D drug.
Therapy

Required
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WELIREG (BELZUTIFAN)

Products Affected o Welireg
PA Criteria Criteria Details
Indications All Medically-accepted Indications.
Off-Label Uses | N/A
Exclusion N/A
Criteria
Required Medical record documentation of the diagnosis.
Medical
Information

Age Restrictions

N/A

Prescriber Prescribed by or in consultation with an oncologist.

Restrictions

Coverage Lifetime

Duration

Other Criteria Drug must be prescribed for a FDA approved indication. If prescribed for
non-cancer indication that is not FDA approved, the off-label use of the
drug must be for a medically accepted indication that is supported by
AHFS (American Hospital Formulary Service) Drug Information or
Micromedex DrugDex. If prescribed for a cancer indication that is not
FDA approved, the off-label use of the drug must be supported by NCCN
(National Comprehensive Cancer Network) guidelines, AHFS (American
Hospital Formulary Service) Drug Information, Micromedex DrugDex,
Clinical Pharmacology, Lexi-Drugs, or research found in peer reviewed
medical literature in accordance with Chapter 15 of the Medicare Benefit
Policy Manual.

Prerequisite Criteria DOES NOT require use of a prerequisite Part D drug.

Therapy

Required
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WINREVAIR (SOTATERCEPT-CSRK)

Products Affected e Winrevair

PA Criteria Criteria Details

Indications Pending CMS Review

Off-Label Uses Pending CMS Review

Exclusion Pending CMS Review
Criteria

Required Pending CMS Review
Medical

Information

Age Restrictions | Pending CMS Review

Prescriber Pending CMS Review
Restrictions

Coverage Pending CMS Review
Duration

Other Criteria Pending CMS Review

Prerequisite Pending CMS Review
Therapy
Required
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XALKORI (CRIZOTINIB)

Products Affected o Xalkori
PA Criteria Criteria Details
Indications All Medically-accepted Indications.
Off-Label Uses | N/A
Exclusion N/A
Criteria
Required Medical record documentation of the diagnosis.
Medical
Information

Age Restrictions

N/A

Prescriber Prescribed by or in consultation with an oncologist.

Restrictions

Coverage Lifetime

Duration

Other Criteria Drug must be prescribed for a FDA approved indication. If prescribed for
non-cancer indication that is not FDA approved, the off-label use of the
drug must be for a medically accepted indication that is supported by
AHFS (American Hospital Formulary Service) Drug Information or
Micromedex DrugDex. If prescribed for a cancer indication that is not
FDA approved, the off-label use of the drug must be supported by NCCN
(National Comprehensive Cancer Network) guidelines, AHFS (American
Hospital Formulary Service) Drug Information, Micromedex DrugDex,
Clinical Pharmacology, Lexi-Drugs, or research found in peer reviewed
medical literature in accordance with Chapter 15 of the Medicare Benefit
Policy Manual.

Prerequisite Criteria DOES NOT require use of a prerequisite Part D drug.

Therapy

Required
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XCOPRI (CENOBAMATE)

Products Affected e Xcopri

PA Criteria Criteria Details

Indications All FDA-approved Indications.

Off-Label Uses N/A

Exclusion N/A
Criteria

Required N/A
Medical

Information

Age Restrictions | N/A

Prescriber N/A

Restrictions

Coverage Lifetime

Duration

Other Criteria The following criteria applies to members who newly start on the drug:

Failure of two of the following: carbamazepine, oxcarbazepine,
phenytoin, topiramate, divalproex, felbamate, tiagabine, lamotrigine,
gabapentin, zonisamide, lacosamide and levetiracetam.

Prerequisite Criteria DOES require use of a prerequisite Part D drug.
Therapy
Required
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XDEMVY (LOTILANER)

Products Affected e Xdemvy

PA Criteria Criteria Details

Indications Pending CMS Review

Off-Label Uses Pending CMS Review

Exclusion Pending CMS Review
Criteria

Required Pending CMS Review
Medical

Information

Age Restrictions | Pending CMS Review

Prescriber Pending CMS Review
Restrictions

Coverage Pending CMS Review
Duration

Other Criteria Pending CMS Review

Prerequisite Pending CMS Review
Therapy
Required
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XERMELO (TELOTRISTAT)

Products Affected e Xermelo

PA Criteria Criteria Details

Indications Pending CMS Review

Off-Label Uses Pending CMS Review

Exclusion Pending CMS Review
Criteria

Required Pending CMS Review
Medical

Information

Age Restrictions | Pending CMS Review

Prescriber Pending CMS Review
Restrictions

Coverage Pending CMS Review
Duration

Other Criteria Pending CMS Review

Prerequisite Pending CMS Review
Therapy
Required
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XOLAIR (OMALIZUMAB)

Products Affected e Xolair

PA Criteria Criteria Details

Indications Pending CMS Review

Off-Label Uses Pending CMS Review

Exclusion Pending CMS Review
Criteria

Required Pending CMS Review
Medical

Information

Age Restrictions | Pending CMS Review

Prescriber Pending CMS Review
Restrictions

Coverage Pending CMS Review
Duration

Other Criteria Pending CMS Review

Prerequisite Pending CMS Review
Therapy
Required
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XOLREMDI (MAVORIXAFOR)

Products Affected e Xolremdi
PA Criteria Criteria Details
Indications All FDA-approved Indications.
Off-Label Uses | N/A
Exclusion N/A
Criteria
Required Initial: 1) medical record documentation of a diagnosis of warts,
Medical hypogammaglobulinemia, infections, and myelokathexis (WHIM)
Information syndrome, confirmed by molecular genetic testing or a bone marrow

biopsy. 2) baseline absolute neutrophil count and absolute lymphocyte
count. Renewal: medical record documentation of an increase in absolute
neutrophil count and absolute lymphocyte count from baseline.

Age Restrictions

12 years of age or older

Prescriber Prescribed by or in consultation with a hematologist, immunologist or
Restrictions dermatologist.

Coverage Initial: 6 months. Renewal: 12 months

Duration

Other Criteria N/A

Prerequisite Criteria DOES NOT require use of a prerequisite Part D drug.
Therapy

Required
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XOSPATA (GILTERITINIB)

Products Affected e Xospata
PA Criteria Criteria Details
Indications All Medically-accepted Indications.
Off-Label Uses | N/A
Exclusion N/A
Criteria
Required Medical record documentation of the diagnosis.
Medical
Information

Age Restrictions

N/A

Prescriber Prescribed by or in consultation with an oncologist or hematologist.

Restrictions

Coverage Lifetime

Duration

Other Criteria Drug must be prescribed for a FDA approved indication. If prescribed for
non-cancer indication that is not FDA approved, the off-label use of the
drug must be for a medically accepted indication that is supported by
AHFS (American Hospital Formulary Service) Drug Information or
Micromedex DrugDex. If prescribed for a cancer indication that is not
FDA approved, the off-label use of the drug must be supported by NCCN
(National Comprehensive Cancer Network) guidelines, AHFS (American
Hospital Formulary Service) Drug Information, Micromedex DrugDex,
Clinical Pharmacology, Lexi-Drugs, or research found in peer reviewed
medical literature in accordance with Chapter 15 of the Medicare Benefit
Policy Manual.

Prerequisite Criteria DOES NOT require use of a prerequisite Part D drug.

Therapy

Required
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XPOVIO (SELINEXOR)

Products Affected o

Xpovio
e Xpovio 60 Mg Twice Weekly
e Xpovio 80 Mg Twice Weekly

PA Criteria Criteria Details

Indications All Medically-accepted Indications.

Off-Label Uses | N/A

Exclusion N/A

Criteria

Required Medical record documentation of the diagnosis.
Medical

Information

Age Restrictions

N/A

Prescriber Prescribed by or in consultation with an oncologist or hematologist.

Restrictions

Coverage Lifetime

Duration

Other Criteria Drug must be prescribed for a FDA approved indication. If prescribed for
non-cancer indication that is not FDA approved, the off-label use of the
drug must be for a medically accepted indication that is supported by
AHFS (American Hospital Formulary Service) Drug Information or
Micromedex DrugDex. If prescribed for a cancer indication that is not
FDA approved, the off-label use of the drug must be supported by NCCN
(National Comprehensive Cancer Network) guidelines, AHFS (American
Hospital Formulary Service) Drug Information, Micromedex DrugDex,
Clinical Pharmacology, Lexi-Drugs, or research found in peer reviewed
medical literature in accordance with Chapter 15 of the Medicare Benefit
Policy Manual.

Prerequisite Criteria DOES NOT require use of a prerequisite Part D drug.

Therapy

Required
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XROMI (HYDROXYUREA ORAL SOLUTION)

Products Affected e Xromi
PA Criteria Criteria Details
Indications All FDA-approved Indications.
Off-Label Uses N/A
Exclusion N/A
Criteria
Required Medical record documentation of sickle cell anemia with crisis.
Medical
Information

Age Restrictions

6 months of age or older

Prescriber N/A

Restrictions

Coverage Lifetime

Duration

Other Criteria For patients age 18 years and older: documentation of an inability to
swallow solid oral dosage forms.

Prerequisite Criteria DOES NOT require use of a prerequisite Part D drug.

Therapy

Required
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XTANDI (ENZALUTAMIDE)

Products Affected e Xtandi
PA Criteria Criteria Details
Indications All Medically-accepted Indications.
Off-Label Uses | N/A
Exclusion N/A
Criteria
Required Medical record documentation of the diagnosis.
Medical
Information

Age Restrictions

N/A

Prescriber Prescribed by or in consultation with an oncologist or urologist.

Restrictions

Coverage Lifetime

Duration

Other Criteria Drug must be prescribed for a FDA approved indication. If prescribed for
non-cancer indication that is not FDA approved, the off-label use of the
drug must be for a medically accepted indication that is supported by
AHFS (American Hospital Formulary Service) Drug Information or
Micromedex DrugDex. If prescribed for a cancer indication that is not
FDA approved, the off-label use of the drug must be supported by NCCN
(National Comprehensive Cancer Network) guidelines, AHFS (American
Hospital Formulary Service) Drug Information, Micromedex DrugDex,
Clinical Pharmacology, Lexi-Drugs, or research found in peer reviewed
medical literature in accordance with Chapter 15 of the Medicare Benefit
Policy Manual.

Prerequisite Criteria DOES NOT require use of a prerequisite Part D drug.

Therapy

Required
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XYWAYV (CALCIUM-MAGNESIUM-POTASSIUM-SODIUM

OXYBATE)

Products Affected o Xywav
PA Criteria Criteria Details
Indications Pending CMS Review
Off-Label Uses Pending CMS Review
Exclusion Pending CMS Review
Criteria
Required Pending CMS Review
Medical
Information
Age Restrictions | Pending CMS Review
Prescriber Pending CMS Review
Restrictions
Coverage Pending CMS Review
Duration
Other Criteria Pending CMS Review
Prerequisite Pending CMS Review
Therapy
Required
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YORVIPATH (PALOPEGTERIPARATIDE)

Products Affected e Yorvipath
PA Criteria Criteria Details
Indications All FDA-approved Indications.
Off-Label Uses | N/A
Exclusion N/A
Criteria
Required Initial criteria: Prior to initiation of therapy, 25-hydroxyvitamin D stores
Medical is within normal range and serum calcium (albumin adjusted) greater than
Information or equal to 7.8 mg/dL. Renewal criteria: maintenance of serum calcium

(albumin-corrected) concentration in the low-normal range.

Age Restrictions

18 years of age or older

Prescriber Prescribed by or in consultation with an endocrinologist or nephrologist.
Restrictions

Coverage Initial: 6 months. Renewal: 12 months.

Duration

Other Criteria N/A

Prerequisite Criteria DOES NOT require use of a prerequisite Part D drug.

Therapy

Required
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YUTREPIA (TREPROSTINIL INHALATION CAPSULE)

Products Affected e Yutrepia

PA Criteria Criteria Details

Indications Pending CMS Review

Off-Label Uses Pending CMS Review

Exclusion Pending CMS Review
Criteria

Required Pending CMS Review
Medical

Information

Age Restrictions | Pending CMS Review

Prescriber Pending CMS Review
Restrictions

Coverage Pending CMS Review
Duration

Other Criteria Pending CMS Review

Prerequisite Pending CMS Review
Therapy
Required
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Z.AVESCA (MIGLUSTAT)

Products Affected e Miglustat
e Yargesa

PA Criteria Criteria Details

Indications Pending CMS Review

Off-Label Uses Pending CMS Review

Exclusion Pending CMS Review
Criteria

Required Pending CMS Review
Medical

Information

Age Restrictions | Pending CMS Review

Prescriber Pending CMS Review
Restrictions

Coverage Pending CMS Review
Duration

Other Criteria Pending CMS Review

Prerequisite Pending CMS Review
Therapy
Required
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ZEJULA (NIRAPARIB)

Products Affected e Zejula TABS
PA Criteria Criteria Details
Indications All Medically-accepted Indications.
Off-Label Uses | N/A
Exclusion N/A
Criteria
Required Medical record documentation of the diagnosis.
Medical
Information

Age Restrictions

N/A

Prescriber Prescribed by or in consultation with an oncologist.

Restrictions

Coverage Lifetime

Duration

Other Criteria Drug must be prescribed for a FDA approved indication. If prescribed for
non-cancer indication that is not FDA approved, the off-label use of the
drug must be for a medically accepted indication that is supported by
AHFS (American Hospital Formulary Service) Drug Information or
Micromedex DrugDex. If prescribed for a cancer indication that is not
FDA approved, the off-label use of the drug must be supported by NCCN
(National Comprehensive Cancer Network) guidelines, AHFS (American
Hospital Formulary Service) Drug Information, Micromedex DrugDex,
Clinical Pharmacology, Lexi-Drugs, or research found in peer reviewed
medical literature in accordance with Chapter 15 of the Medicare Benefit
Policy Manual.

Prerequisite Criteria DOES NOT require use of a prerequisite Part D drug.

Therapy

Required
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ZELBORAF (VEMURAFENIB)

Products Affected e Zelboraf

PA Criteria Criteria Details

Indications Pending CMS Review

Off-Label Uses Pending CMS Review

Exclusion Pending CMS Review
Criteria

Required Pending CMS Review
Medical

Information

Age Restrictions | Pending CMS Review

Prescriber Pending CMS Review
Restrictions

Coverage Pending CMS Review
Duration

Other Criteria Pending CMS Review

Prerequisite Pending CMS Review
Therapy
Required
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ZELSUVMI (BERDAZIMER)

Products Affected e Zelsuvmi

PA Criteria Criteria Details

Indications All FDA-approved Indications.

Off-Label Uses N/A

Exclusion N/A

Criteria

Required Documentation of diagnosis of molluscum contagiosum.
Medical

Information

Age Restrictions | N/A

Prescriber Prescribed by or in consultation with a dermatologist.
Restrictions

Coverage 12 weeks

Duration

Other Criteria For patients 2 years of age or older: Failure of Ycanth.
Prerequisite Criteria DOES require use of a prerequisite Part D drug.
Therapy

Required
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ZEMAIRA/PROLASTIN (ALPHA 1-ANTITRYPSIN)

Products Affected o

Prolastin-c INJ 1000MG/20ML
e Zemaira INJ 1000MG

PA Criteria Criteria Details

Indications All FDA-approved Indications.

Off-Label Uses | N/A

Exclusion N/A

Criteria

Required Initial: 1) documented ZZ or Z/null AAT deficiency and 2) AAT serum
Medical level less than or equal to 11 micromoles/L or 50mg/dL and 3) moderate
Information emphysema and/or FEV1 less than 80% and 4) the provider has outlined

specific, measurable treatment goals such as slowing of FEV1 decline or
lack of disease progression. Renewal: documentation patient is meeting
treatment goals such as slowing FEV1 decline or lack of disease
progression.

Age Restrictions

N/A

Prescriber Prescribed by or in consultation with a pulmonologist.

Restrictions

Coverage Initial: 6 months. Renewal: 12 months.

Duration

Other Criteria Initial: Medical record documentation of failure of or intolerance to
Aralast or reason why Aralast cannot be used.

Prerequisite Criteria DOES require use of a prerequisite Part D drug.

Therapy

Required
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ZENBEXUS (IBERDOMIDE)

Products Affected e Zenbexus
PA Criteria Criteria Details
Indications All Medically-accepted Indications.
Off-Label Uses | N/A
Exclusion N/A
Criteria
Required Medical record documentation of the diagnosis.
Medical
Information

Age Restrictions

N/A

Prescriber Prescribed by or in consultation with an oncologist or hematologist.

Restrictions

Coverage Lifetime

Duration

Other Criteria Drug must be prescribed for a FDA approved indication. If prescribed for
non-cancer indication that is not FDA approved, the off-label use of the
drug must be for a medically accepted indication that is supported by
AHFS (American Hospital Formulary Service) Drug Information or
Micromedex DrugDex. If prescribed for a cancer indication that is not
FDA approved, the off-label use of the drug must be supported by NCCN
(National Comprehensive Cancer Network) guidelines, AHFS (American
Hospital Formulary Service) Drug Information, Micromedex DrugDex,
Clinical Pharmacology, Lexi-Drugs, or research found in peer reviewed
medical literature in accordance with Chapter 15 of the Medicare Benefit
Policy Manual.

Prerequisite Criteria DOES NOT require use of a prerequisite Part D drug.

Therapy

Required
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ZEPOSIA (OZANIMOD)

Products Affected e Zeposia
e Zeposia 7-day Starter Pack
e Zeposia Starter Kit

PA Criteria Criteria Details

Indications Pending CMS Review

Off-Label Uses Pending CMS Review

Exclusion Pending CMS Review
Criteria

Required Pending CMS Review
Medical

Information

Age Restrictions | Pending CMS Review

Prescriber Pending CMS Review
Restrictions

Coverage Pending CMS Review
Duration

Other Criteria Pending CMS Review

Prerequisite Pending CMS Review
Therapy
Required
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ZILBRYSQ (ZILUCOPLAN)

Products Affected e Zilbrysq
PA Criteria Criteria Details
Indications All FDA-approved Indications.
Off-Label Uses | N/A
Exclusion N/A
Criteria
Required Initial: Medical record confirmation of a diagnosis of generalized
Medical myasthenia gravis (gMG) and anti-acetylcholine receptor (AChR)
Information antibody positive status. Renewal: medical record documentation of a

clinical response, such as improvement in function.

Age Restrictions

N/A

Prescriber Prescribed by or in consultation with a neurologist.

Restrictions

Coverage Initial: 6 months. Renewal: 12 months.

Duration

Other Criteria Failure of 1) pyridostigmine, and 2) an immunomodulator such as
azathioprine, mycophenolate or cyclosporine.

Prerequisite Criteria DOES require use of a prerequisite Part D drug.

Therapy

Required
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Z.OKINVY (LONAFARNIB)

Products Affected e Zokinvy
PA Criteria Criteria Details
Indications All FDA-approved Indications.
Off-Label Uses | N/A
Exclusion N/A
Criteria
Required Medical record documentation of a diagnosis of Hutchinson-Gilford
Medical progeria syndrome (HGPS), or processing-deficient progeroid
Information laminopathies (PLs) confirmed by genetic testing.

Age Restrictions

N/A

Prescriber Prescribed by or in consultation with a geneticist or metabolic disorder
Restrictions specialist.

Coverage 12 months

Duration

Other Criteria N/A

Prerequisite Criteria DOES NOT require use of a prerequisite Part D drug.
Therapy

Required
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Z.OLINZA (VORINOSTAT)

Products Affected e Zolinza
PA Criteria Criteria Details
Indications All Medically-accepted Indications.
Off-Label Uses | N/A
Exclusion N/A
Criteria
Required Medical record documentation of the diagnosis.
Medical
Information

Age Restrictions

N/A

Prescriber Prescribed by or in consultation with an oncologist.

Restrictions

Coverage Lifetime

Duration

Other Criteria Drug must be prescribed for a FDA approved indication. If prescribed for
non-cancer indication that is not FDA approved, the off-label use of the
drug must be for a medically accepted indication that is supported by
AHFS (American Hospital Formulary Service) Drug Information or
Micromedex DrugDex. If prescribed for a cancer indication that is not
FDA approved, the off-label use of the drug must be supported by NCCN
(National Comprehensive Cancer Network) guidelines, AHFS (American
Hospital Formulary Service) Drug Information, Micromedex DrugDex,
Clinical Pharmacology, Lexi-Drugs, or research found in peer reviewed
medical literature in accordance with Chapter 15 of the Medicare Benefit
Policy Manual.

Prerequisite Criteria DOES NOT require use of a prerequisite Part D drug.

Therapy

Required
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Z.ONISADE (ZONISAMIDE ORAL SUSPENSION)

Products Affected e Zonisade

PA Criteria Criteria Details

Indications All FDA-approved Indications.

Off-Label Uses N/A

Exclusion N/A
Criteria

Required N/A
Medical

Information

Age Restrictions | N/A

Prescriber N/A

Restrictions

Coverage Lifetime

Duration

Other Criteria The following criteria applies to members who newly start on the drug:

documentation of an inability to take solid oral dosage forms.

Prerequisite Criteria DOES NOT require use of a prerequisite Part D drug.
Therapy
Required
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ZTALMY (GANAXOLONE)

Products Affected e Ztalmy
PA Criteria Criteria Details
Indications All FDA-approved Indications.
Off-Label Uses | N/A
Exclusion N/A
Criteria
Required The following criteria applies to members who newly start on the drug:
Medical Medical record documentation confirming a diagnosis of cyclin-
Information dependent kinase-like 5 (CDKLY5) deficiency disorder (CDD).

Age Restrictions

N/A

Prescriber Prescribed by or in consultation with a neurologist.
Restrictions

Coverage Lifetime

Duration

Other Criteria N/A

Prerequisite Criteria DOES NOT require use of a prerequisite Part D drug.
Therapy

Required
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Z.URZUVAE (ZURANOLONE)

Products Affected e Zurzuvae

PA Criteria Criteria Details

Indications All FDA-approved Indications.

Off-Label Uses N/A

Exclusion Current pregnancy.

Criteria

Required Medical record documentation of a diagnosis of postpartum depression.
Medical

Information

Age Restrictions | 18 years of age or older

Prescriber N/A
Restrictions

Coverage 14 days
Duration

Other Criteria N/A

Prerequisite Criteria DOES NOT require use of a prerequisite Part D drug.
Therapy
Required
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ZYKADIA (CERITINIB)

Products Affected e Zykadia TABS

PA Criteria Criteria Details

Indications Pending CMS Review

Off-Label Uses Pending CMS Review

Exclusion Pending CMS Review
Criteria

Required Pending CMS Review
Medical

Information

Age Restrictions | Pending CMS Review

Prescriber Pending CMS Review
Restrictions

Coverage Pending CMS Review
Duration

Other Criteria Pending CMS Review

Prerequisite Pending CMS Review
Therapy
Required
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ZYMFENTRA (INFLIXIMAB-DYYB)

Products Affected e Zymfentra 2-pen
e Zymfentra 2-syringe

PA Criteria Criteria Details

Indications Pending CMS Review

Off-Label Uses Pending CMS Review

Exclusion Pending CMS Review
Criteria

Required Pending CMS Review
Medical

Information

Age Restrictions | Pending CMS Review

Prescriber Pending CMS Review
Restrictions

Coverage Pending CMS Review
Duration

Other Criteria Pending CMS Review

Prerequisite Pending CMS Review
Therapy
Required
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PART B VERSUS PART D

Products Affected
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Acetylcysteine SOLN

Acyclovir Sodium INJ 50MG/ML
Albuterol Sulfate NEBU 0.083%,
0.63MG/3ML, 1.25MG/3ML,
2.5MG/0.5ML

Amphotericin B INJ
Amphotericin B Liposome
Arformoterol Tartrate
Azathioprine TABS

Budesonide SUSP

Clinimix 4.25%/dextrose 10%
Clinimix 4.25%/dextrose 5%
Clinimix 5%/dextrose 15%
Clinimix 5%/dextrose 20%
Clinimix E 2.75%/dextrose 5% INJ
570MG/100ML; 316MG/100ML;
33MG/100ML; 5SGM/100ML;
515MG/100ML; 132MG/100ML;
165MG/100ML; 201MG/100ML;
159MG/100ML; 51MG/100ML;
110MG/100ML; 454MG/100ML;
154MG/100ML; 261MG/100ML;
187MG/100ML; 138MG/100ML;
217MG/100ML; 112MG/100ML;
116MG/100ML; 50MG/100ML;
11MG/100ML; 160MG/100ML
Clinimix E 4.25%/dextrose 10%
Clinimix E 4.25%/dextrose 5%
Clinimix E 5%/dextrose 15%
Clinimix E 5%/dextrose 20%
Clinisol Sf 15%

Clinolipid

Cromolyn Sodium NEBU
Cyclophosphamide CAPS
Cyclophosphamide TABS 50MG
Cyclosporine CAPS
Cyclosporine Modified
Engerix-b

Envarsus Xr

Everolimus TABS 0.25MG, 0.5MG,
0.75MG, IMG

Gengraf CAPS 100MG, 25MG
Heplisav-b

Imovax Rabies (h.d.c.v.)



Intralipid INJ 20GM/100ML

Ipratropium Bromide INHALATION

SOLN 0.02%

Ipratropium Bromide/albuterol Sulfate

Levalbuterol NEBU

Levalbuterol Hcl NEBU
0.31MG/3ML, 1.25MG/3ML
Levalbuterol Hydrochloride NEBU
0.63MG/3ML

Methotrexate INJ S0MG/2ML

Methotrexate Sodium INJ 5S0MG/2ML

Methotrexate Sodium TABS
Methylprednisolone TABS
Mycophenolate Mofetil CAPS
Mycophenolate Mofetil SUSR
Mycophenolate Mofetil TABS
Mycophenolic Acid Dr

Myhibbin

Nutrilipid

Ondansetron Hcl SOLN 4MG/5ML
Ondansetron Hydrochloride TABS

Ondansetron Odt TBDP 4MG, 8MG

Plenamine INJ 147 4MEQ/L;
2.17GM/100ML; 1.47GM/100ML;
434MG/100ML; 749MG/100ML;
1.04GM/100ML; 894MG/100ML,;
749MG/100ML; 1.04GM/100ML;
1.18GM/100ML; 749MG/100ML;
1.04GM/100ML; 894MG/100ML;
592MG/100ML; 749MG/100ML;
250MG/100ML; 39MG/100ML;
960MG/100ML

Prednisone SOLN

Prednisone TABS 10MG, 1MG,
2.5MG, 20MG, 50MG, 5MG
Premasol INJ 52MEQ/L;
1760MG/100ML; 880MG/100ML;
34MEQ/L; 1760MG/100ML;
372MG/100ML; 406MG/100ML;
526MG/100ML; 492MG/100ML;
492MG/100ML; 526MG/100ML;
356MG/100ML; 356MG/100ML;
390MG/100ML; 34MG/100ML;
152MG/100ML

Prograf PACK
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Prosol

Pulmozyme SOLN 2.5MG/2.5ML
Rabavert

Recombivax Hb

Sirolimus SOLN

Sirolimus TABS

Tacrolimus CAPS

Tacrolimus Er

Tobramycin NEBU 300MG/5ML
Travasol INJ 52MEQ/L;
1760MG/100ML; 880MG/100ML;
34MEQ/L; 1760MG/100ML;
372MG/100ML; 406MG/100ML;
526MG/100ML; 492MG/100ML;
492MG/100ML; 526MG/100ML;
356MG/100ML; 500MG/100ML;
356MG/100ML; 390MG/100ML;
34MG/100ML; 152MG/100ML

e Trophamine INJ 0.54GM/100ML;
1.2GM/100ML; 0.32GM/100ML; 0; 0;
0.5GM/100ML; 0.36GM/100ML;
0.48GM/100ML; 0.82GM/100ML;
1.4GM/100ML; 1.2GM/100ML;
0.34GM/100ML; 0.48GM/100ML;
0.68GM/100ML; 0.38GM/100ML;
SMEQ/L; 0.025GM/100ML;
0.42GM/100ML; 0.2GM/100ML;
0.24GM/100ML; 0.78GM/100ML

Details

This drug may be covered under Medicare Part B or D depending upon the circumstances.
Information may need to be submitted describing the use and setting of the drug to make the
determination.
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Buprenorphine...........ccoceevieeciiinieniienienieeeeee, 47
Buprenorphine Patch............cccoocieiiiiniiniieen. 47
C

CabliVi.ecueeriiiiiiiisieeceeeee e 48
Cablivi (caplacizumab-yhdp).......ccceevveviiriiannnne 48
CabOMELYX ..ovvieiieeiieiie ettt 49
Cabozantinib ..........cccevvieeiiieniiiiieieceee e 49
CalqUeNCE.....c.veeeeieeiieiieeieee e 50
Calquence (acalabrutinib) ..........cccceeeuvevieeieennene 50
CaAMZYOS.c..eveeeiiieeeiieeeiie ettt 51
Camzyos (mavacamten)..........c.ceevceeeerveeeneeennnen. 51
CaPLYLa .. 52
Caplyta (lumateperone)...........ccceevveeveerueeeveennnens 52
Caprelsa......ceeuieeieeiieeeeeee e 53
Caprelsa (vandetanib) ..........ccoeceevieeiienienieennnns 53
Carbaglu (carglumic Acid) ......cccoocveeiienieeieennne 54
Cardamyst ........cccveeveienieeiiieie e 55
Cardamyst (etripamil) .........cccoeveerieeiiienieeieeene 55
Carglumic Acid......cccoocveeiieriieiieiecieee e 54
CaAYSION ettt 56
Cayston (aztreonam LySine) ..........cccceeveeeveennnnne 56
Cerdelga......oovieniieiiiieeeee e 57
Cerdelga (eliglustat)........c.ccoceevviienieniienieiieeens 57
Cholbam........c.ccoociieiiiiiieiieeeee e 58
Cholbam (cholic Acid)......c.ccceevvveevireiiieeeieeene. 58
CIMZIA . .eieiiieiieeieeeeeee e 59
Cimzia (1 SYringe)......cccccceevveevieeneeeieeneeeieeeeens 59
Cimzia (2 SYringe)......ccceeveeveeevieenieeieenieeveenenans 59
Cimzia (certolizumab Pegol) ..........cccoevireneennnn. 59
Cimzia Starter Kit.......ccooooeeviiniiiniieiieieeieeee 59
Citalopram 40mg ..........cccveviieiieenieeiieniie e 60
Citalopram Hydrobromide............ccccceeviervennnnn. 60
Claravis ...ocveeeieeiieiecieee e 171
Clinimix 4.25%/dextrose 10%........ccccceevveeeneenne. 454
Clinimix 4.25%/dextrose 5%.......ccceeeueerrvennnnnne. 454
Clinimix 5%/dextrose 15% .....c.ccceevvervirevivennnnne. 454
Clinimix 5%/dextrose 20% .......cccecverveerreennnnnne. 454
Clinimix E 2.75%/dextrose 5%.......cccceeeveeuennne. 454
Clinimix E 4.25%/dextrose 10%...........cceeun...... 454
Clinimix E 4.25%/dextrose 5%.......cccceeveruneene. 454
Clinimix E 5%/dextrose 15%.......cccceevverurennnnnne. 454
Clinimix E 5%/dextrose 20%..........ccccueervvennnnnne. 454



CHNISOL ST 15% covviiiiiiiiiiii 454

CHnolipid.....ccccoevvieriieiieieeeee e 454
Clobazam..........ccceeevieriieiiieiieeieeee e 61
CobentY oo 62
Cobenfy (xanomeline-trospium) .............ccceenee. 62
Cobenfy Starter Pack..........ccccovevverieiiieiieen. 62
COMELTIG e euveeeieeniieeie et eieeiee et 49
COPIKLIa. .o 63
Copiktra (duvelisib) ........ccoeeierciienieiiieieeeeee. 63
Corlanor (ivabrading) ...........cccceeeeveeecieeecieeeennenn. 64
COortrophin .......ocoveeviieieiiieiece e 65
Cortrophin (corticotropin)........cceeeveeveerveenneenen. 65
COSENEYX c.uteeiiieeeiiee ettt et 67
Cosentyx (secukinumab) ..........ccceevveeiienieenneenen. 67
Cosentyx Sensoready Pen ........cccccceeeiieniennnnnen. 67
Cosentyx Unoready .........ccceeeevieenienieenieenneennen. 67
COLEIlIC et 68
Cotellic (cobimetinib) .........cccveeeviieecireeiieennenn. 68
CreNESSILY c.vveeieeiieeiie ettt e 69
Crenessity (crinecerfont)..........ccceecveveiieneenneenen. 69
Cresemba.........oevieeiieiieeiieiece e 70
Cresemba (isavuconazonium) ...............eeevveennen.. 70
Crisaborole .......cceeeveeviieeiieiieeieeee e 71
Cromolyn Sodium .........ccccoecveviiiiiiiniiciiene, 454
CLEXIT e 72
Ctexli (chenodiol)..........ccceveeevviieciieiieeeeeeee, 72
Curity Gauze Pads 2........ccoccvvviieiienieeiieee 167
CUVIIOT <ttt ettt 73
Cuvrior (trientine Tetrahydrochloride)................ 73
Cyclophosphamide.............cccoeviieiiienieniieenne 454
CyClOSPOTINEG ...cevieiiieniieiieeiieee et 454
Cyclosporine Modified...........cccoevvierieirienenne. 454
CyStadroPsS ..ceeeeeeieeieeiie ettt 74
CyStaran.......coecueeeeiieeniie e 74
CyStEAMINE .....eeeuvieiiieiieeieeiie et 74
D

Dalfampriding .........ccccoceeevieriieiienieeiieeieeiee 75
Dalfampriding Er..........ccoooiviiiiiiiniiiieieeee 75
DanZiten ......cevveeriieeiieiieeieeiee e 238
Dasatinib ........cccccceeeviieriieieieeee e 76
DauriSmO ......ccveeeeieeiieie et 77
Daurismo (glasdegib) ........ccoocvvevieniiinieniieiene 77

DaWNZEera .....cccueevveeiiiniieieericeeeeeeee e 78
Dawnzera (donidalorsen)............cccceeeeveeeereeennnen. 78
Daybue .....cccooeviieiieieeee e 79
Daybue (trofinetide)........cccevvevverienenieneenieneenne. 79
Daybue StiX.....ooccoveeverienieieeieneeeeeeee e 79
DeferasitoX......ceuereererienieeieeieneee e 80
Deferiprone .........ceeeveeeieeriieniieieeieeee e 81
Deflazacort......ccveveererienieiecieneeeeeeee e 82
Denosumab Biosimilars........c..ccoceevevieneeniennenne. 83
Dextromethorphan Hydrobromide/quinidine
SUfAte ..o 84
Dextromethorphan/quinidine............c.cccoeevuennnenee. 84
DIaCOMIL...euvieniieiiiriieieeieceeeteeee e 85
Diacomit (Stiripentol).........cccceevierveeniieniieeieennen. 85
Dichlorphenamide..........ccccocevverienenienenniennenne. 86
Diclofenac Sodium.........ccceveevierieneininiieneenens 372
Dificid ..o 87
Dificid (fidaxomicin) .........cccceeevienieenieniieieennen. 87
DOJOLVI it 88
Dojolvi (triheptanoin) ..........ccceeeeerieenienieenneennen. 88
Doptelet.....cooeieeiieiieeeeeee e 89
Doptelet (avatrombopag) .........cccceeveereerveenneennen. 89
Doptelet Sprinkle .........ccoccveveiienieniienienieeieeen. 89
Drizalma (duloxetine Sprinkle)............ccccueeneennee. 90
Drizalma Sprinkle ..........ccceveriinieniniiniiiennene, 90
Dronabinol ..........coceevirieniiniiiiniceeeeeee 91
DroXidopa ....cooveeevieiieeieeeece e 92
DUPIXENL..eiiiiiiieiiieiieeieeiee e 93
Dupixent (dupilumab)........ccccceevieriieninniieienen. 93
DUVYZALt ..ooiiiiiiiiieeeeeceee e 94
Duvyzat (gIvinostat)..........ccceceeevieneeenienieenieenen. 94
E
EDZLYSS it 95
Ebglyss (lebrikizumab-1bkz)..........c.ccceveenennenne. 95
Egrifta (tesamorelin) .........cccceevvevienenieneeniennenne. 96
Egrifta SV .coooiiiie 96
EKEETLY . oouviiiiieiieeeeeee e 97
Ekterly (sebetralstat) .........ccoceevvevienenieneeniennenne. 97
Elgard......cocooviiiiniiiiece e 98
Eligard/lupron (leuprolide) ........cccccevvereeruennenne. 98
EHQUIS oo 99
Eliquis (apixaban) .........cccceevervienienenieneeniennene. 99



Elmiron (pentosan Polysulfate Sodium) ........... 100
Eltrombopag.......ccceeeveeviieniieieeieeiecieeee e 101
Eltrombopag Olamine ............cccceevveerieenieennnnnne 101
Emend .....cooooeviiiiiiiieee 102
Emend (aprepitant)........ccccceeeeervieenienieeneennnnns 102
EmEality ..cccveeviieiiiiiieieeceeeeee e 103
Emgality (galcanezumab-gnlm)....................... 103
Empaveli ....oooovieiiiiiiiieiceee 104
Empaveli (pegcetacoplan).........ccccceevvienivennnnnne 104
Emsam.......ccccooviiiiiiiiiiieee 105
Emsam (selegiline)........ccccceeveeriiienieniienieninne 105
Emverm.......ccooooviiiiiiiiiiiiiiieeeeeeee 216
Enbrel ..o 106
Enbrel (etanercept) ........ccccceeveeriieeniienieeniieninens 106
Enbrel Mini ......ooovveviieiieniieiiecieececeeeeen 106
Enbrel Sureclick ........cocevviiiiiiniiiiiiiieieie 106
Endaravone..........ccoeeveeviieniienieiiieieceeeee 107
Endari (glutamine) ..........ccoeeeeviieenieniieiieniens 108
ENGeriX-b..cc.ooviieiieiiieiiecieeieeeee e 454
ENSacove ......coovvieiiiiiiiieee 109
Ensacove (ensartinib) ............cccceeeevveeeciieeeneeenns 109
EnsSpryng ......coooovvveiiiiiiiieiieeeceeeeeeee 110
Enspryng (satralizumab-mwge) ...........ccccceueeee. 110
Entyvio (vedolizumab)..........ccccceeriiniiiniiennnne 111
Entyvio Pen ......ccooveiiiiiiniiiiiieceee 111
Envarsus Xr....ooooveviiiiiiiiiiieeieceeeeeeeeee 454
Eohilia ......ccoiiiiiiiiiceee e 112
Eohilia (budesonide) .........ccccceevveeviieeiniieeniens 112
EpidioleX ..c.veeviiieiieeiiciiecieeeee e 113
Epidiolex (cannabidiol)..........ccccceevuieriiiniiennnne 113
Epoetin Alfa ......cccoooiiiiiiiiieeee 114
Erivedge ..oooveeeiieiieeieeeceeeeeee e 115
Erivedge (vismodegib) ........cccevvveeriieniieniiennnnae 115
Erleada.......cccoooiieiiiiiieieiieeeeeee 116
Erleada (apalutamide) .........ccceevvveiieniinniiennnne 116
Erlotinib.......coocieiiiiiiiieiicieeecee e 117
Erlotinib Hydrochloride ...........ccocoeverieniennnnee. 117
Eslicarbazepine..........cccceeeveenieniieniienieeniieeieens 118
Eslicarbazepine Acetate ........ccccoceevereeviennenne. 118
BUCTISA....vieiieceeeeee e 71
EVeNity ...oooiiiiiieiiececee e 119
Evenity (romosozumab-aqqg)........cccceveevveennnnnne 119

Everolimus ......ccccvvvvveviiiiiiiieiieeeeeeeeee, 120, 454
EVIYSAicouvieiiiiiieeceeec e 121
Evrysdi (risdiplam) .........ccccoeiieiiieniiniieieee, 121
EXXUQ oot 122
EXxua (Zepirone).......ccccveeeveeneeeeieeniienieenieeneenn 122
Exxua Titration Pack..........ccccoeeieiiniiinnienne, 122
F

Fabhalta........ccccoooiiiiiiiiie e, 123
Fabhalta (iptacopan).........cccceceeeveieniencieeniennnnne. 123
Fasenra .......ccccooouieeiiiieiiieeiieeceee e 124
Fasenra (benralizumab)...........cc..ccccveeevieeennennnne. 124
Fasenra Pen........cccocoevviiiiiiiniiiiiee 124
FeITIPrOX .oocvvieiieeiieiieeieeiee et 81
Fetzima.......ccooooveviiiiieieceeecee e 125
Fetzima (levomilnacipran)..........ccccceeeveenuiennnnnne. 125
Fetzima Titration Pack..........ccoccoeviiniinniennnnn. 125
FidaxomiCin ........ccceeeeviienieniieieeieeee e 87
Filgrastim .......cccoooveeiieniiiiiiieceee e 126
FilSPari c...ccoveeiieiecieeieeeee e 127
Filspari (sparsentan)...........cccceeeveeneenieenneennenne. 127
FilSUVEZ ..ot 128
Filsuvez (birch Triterpenes).........cccceeeveeruvennnnnne. 128
Fingolimod........cccoeivieniiiiiiieciicie e, 129
Fingolimod Hydrochloride.............cccccuernrennnnne. 129
Fintepla ....ccoovvviiiiiiee e 130
Fintepla (fenfluramine) .........cccccoceveeveniincennens 130
Firdapse.....cccoeovveeieeiieiieeeeeeeee e 131
Firdapse (amifampridine)..........cccccceeveveerurennnnnne. 131
Firmagon........ccoeveeiiiiniieieieceeee e 132
Firmagon (degarelix) .........ccoceeeviienienvieeniennnnn 132
FOSIENnOl....ccuvoviiiieeiieeceeeee e 191
Fotivda ....oooiiiiiiiee e 133
Fotivda (tivozanib)...........ccccoeeevieiciiieciieceneee, 133
Fruzaqla........cooooeiieiiiiiiee e 134
Fruzagla (fruquintinib)...........ccccceevieriiieniennnne. 134
Fulphila ......ccoooooiiiiiee 274
G

Galafold.......cooveeiieieeie 135
Galafold (migalastat) .........ccceeeeieeiiiencieeiienene, 135
Gammagard Liquid........cccoeviiiiiiiiiiniiciee, 168
Gammagard Liquid Erc........cccoocvveiiiniiiinienn, 168



Gammagard S/d Iga Less Than Imcg/ml.......... 168

Gammaked ........cccoovvieviiiiieiiiee 168
GammapleX ......ccveviieriieiieeiiee e 168
GaAMUNEXC .eeoniieeiiieeiiieeiee et 168
Gardasil (hpv Vaccine)........cceeveevvenivenieeneenne. 136
Gardasil 9 ....cccoevieiii 136
GAEEX cuvveeeiieeeieeeeee e 137
Gattex (teduglutide) ......ccceeevvieriieiiiieeieeee 137
GAVICTO ..eeiiieeeiieeeiee ettt 138
Gavreto (pralsetinib) ..........cccevveeiiienienieeiene 138
Gefitinib ..o.eeeiieiieieeee e 139
GeMLESA...uiieiiieeiieeiee e 140
Gemtesa (VIDeZron).......ccceeeveenveeieenieenieeieenne 140
GeNgraf.....ccooovieiieeieeeee e 454
(€ 15311072 10) 0111 FORS U PR 334
Genotropin MiniquicK.........cceeveeeiienienieenienne. 334
GO . 141
Gilotrif (afatinib) .........ccoocveveecienieiecieceeeee 141
Glycerol Phenylbutyrate............cccceevveriiennennne. 142
GOMEKi..cuvieiiieiieieeeee e 143
Gomekli (mirdametinib).............ccceeeevveeennennne. 143
GraniSetrON .......ccueevuveerieeriieeieeeieeieenieeere e e 144
Granisetron Hydrochloride.............cccceevrennennne. 144
GIaNIX . c.eeeeiieeiieeiieeee ettt e 126
GIastek ....cceeviieiieieeieee et 145
Grastek (timothy Grass Pollen Allergen).......... 145
H

Haegarda ........ccooooveviiiiiiniiiieeeee e 146
Haegarda (human C1 Esterace Inhibitor).......... 146
Heplisav-b ......coevieviieiieiieieeieeeee e 454
Hernexeos. .....coooueveiieeiiieiiieeieeeeeeeee e 147
Hernexeos (zongertinib)..........cccceeeveerieenieennnnnne 147
Hetlioz (tasimelteon).........cccceeveeevuveeecnieceneeens 148
Hetlioz Lq....cooveeeieiiieieecieeeeee e 148
Humatrope.......ccceeeevieeiiieiiiecieceeeeeeeeeee 334
HydroXyzine .........ccccceevievciienieniieieeieeeeeene 149
Hydroxyzine Hcl ........ooooviiiiiiiiieiiieeeee 149
Hydroxyzine Hydrochloride..............cccceuvennenn. 149
Hydroxyzine Pamoate ............ccccceeevieriienieennnnn. 149
HyTtor oo 150
Hyftor (Sirolimus).........ccoeeveevieniiienienieeiieeieene 150
Hyrnuo.....oooeieeeeeeee 151

Hyrnuo (sevabertinib) ........c.cccceevveveeneniiencennens 151
1
IBrance......oovevueeieiienieececce s 152
Ibrance (palbociclib) .......cceevieeiieiiiiiieiiee, 152
IDLIOZI c.eeeecee 153
Ibtrozi (taletrectinib Adipate) .........cccceevuvenenne. 153
Teatibant........coeeveeieniiiiiieces 154
Icatibant ACEtate ........ccceveeveerierienieenieseeees 154
ICIUSI et 155
Iclusig (ponatinib)..........cccceeeieeiiieniienieeniieeeene 155
Idhifa...c.oeeieiee 156
Idhifa (enasidenib) ..........cccceeeeeieiciiieeiiieeeiee, 156
IMatinib....oooooiiiiii, 157
Imatinib Mesylate ..........cccceeieeiiienieniieieee, 157
IMbBIUVICA ..o 158
Imbruvica (ibrutinib)..........c.ccocoveeiiiiiniiieeee, 158
IMKeldi.eoeeriiiiiicieces 159
Imkeldi (IMatinib) .........ccoceeveevvevenenererceeeeee 159
Imovax Rabies (h.d.c.v.)...cccccoovviriiiiiiiine, 454
INDIIa i 160
Inbrija (Ievodopa)........ccceeeveevieeiienieniieieee, 160
INCIEleX c.oveeiiiiiieiee s 161
Increlex (mecasermin) ..........ccceeeeveeeecveeeenneenne. 161
INGIezza....c.ooviiiiiiiiiii 162
Ingrezza (valbenazine)..........ccccceceeveevenveneennes 162
INIULIYO. ottt 163
Inluriyo (imlunestrant) ..........ccccceoeveevenieneennen. 163
INLYA oo 164
Inlyta (aXitinib) ...c.cceveevirienieiiiieneeeeeeeee 164
INQOVI catiiieiieceee e 165
Inqovi (decitabine-cedazuridine) .........c...c..c...... 165
INTEDIC ..o 166
Inrebic (fedratinib).........ccceevieeiiienieniieieee, 166
Insulin Administration Supplies ....................... 167
Intralipid.......cocoeveiieniiis 454
Intravenous Immune Globulin.............ccccccceee. 168
Invega (paliperidone Extended Release Injection)
........................................................................ 169
Invega Hafyera........cccoooveeiiiiniiiiiiiieceee, 169
Invega TriNZa ......cooovvevieeiieieeieee e 169
Ipratropium Bromide .........ccccooevieniininniincnnnens 454
Ipratropium Bromide/albuterol Sulfate.............. 454



Iqirvo (elafibranor).........cccceeveerciienieniienieeiees 170
ISOrEtINOIN ..o 171
ISEUTISA ..o 172
Isturisa (osilodrostat).........ccccceeveeevrieeecneeeeneeens 172
TEOVEDI .t 173
Itovebi (InavoliSib) .......c.ceevveeeciiieiiiieeiieeeieee, 173
Ivabradine Hydrochloride ...........ccccceevienieennennne. 64
IWIIN e 174
Iwilfin (eflornithine)...........ccccocovveevviieiieceneens 174
J

Jakatfl coooiieii 175
Jakafi (ruxolitinib)...........cccoveeeiiiiiiiiiiieeeees 175
Jakatl Xr.ooooiiiiieiecece e 175
JAYPITCA ..evnvieiiieiiece e 176
Jaypirca (pirtobrutinib)...........cccceevieriieniennnnne 176
JaYthari .....ooeeeiieiecc e 82
JIA@YIIO .t 177
Jideytro (zidesamtinib).........cccoecveeriieniiiniiennnns 177
JOCINJA ittt 178
Joenja (1eniolisib) .....c.cccveeevieiieniieiieciieeee 178
JOUINAVX .ot 179
Journavx (SUZEtrigine).........ccceevveerueerveesieennnenns 179
JUXEAPIA .o 180
Juxtapid (lomitapide) .......cccooveerviieriieniieniieniene 180
JYLAMVO ..o 221
K

Kalydeco ..c.eevvieiieiiieiiecieeeeeeee e 181
Kalydeco (ivacaftor).........cceveevviieniienieeniieniens 181
Kerendia ......occeeevieeiieniieniieieceeee e 182
Kerendia (finerenone) ...........cccceeeeevveeecneeeeneens 182
KINETOL....eietieiiieiieee e 183
Kineret (anakinra) ...........cccceeeeeeeevieeeineeesneeenns 183
KiSQali coueeeeiieeiieeiiecie e 184
Kisqgali (ribociclib) .....cceevvieiiiiiieiieciieiiee 184
KOMZIfth oo 185
Komzifti (ziftomenib) .........ccceeveieeiiniiiniieen. 185
Korlym (mifepristone) ..........ccceceeeuverieenieennnnne 186
KOSCIUZO .ottt 187
Koselugo (selumetinib) ..........ccccceeeuieriieniiennnnne 187
Krazati .....oooveeeiieiieeieciececeeee e 188

Krazati (adagrasib).........coceveevieriieneeneniieneenens 188
Kymbee.......cooueviiniiiiiiiieiccieeceeeee e 82
L

Lacluze (Iazertinib) ..........ccoceeeeieeeiiiieiieceiee, 189
Lampit...cccooeeneeieiieneeeeeeeee e 190
Lampit (nifurtimox) ......cceceeveevierieneenenieneennens 190
Lanthanum .........ccocevveeiinienieniiiencccieceee 191
Lanthanum Carbonate...........cccceeoeeveeneriieneennen. 191
Lapatinib ......coeeieiieniiiirieeceees 192
Lapatinib Ditosylate..........ccoceevervieneininiieneenen. 192
Lazeluze ...c..oovveeieeiiiiicieccceece 189
Lenalidomide .........ccooeevievieniiniiniinicicnicceee 193
Lenvima (lenvatinib)..........cccceeeeeierienvieeniennnne. 194
Lenvima 10 Mg Daily Dose.........cccccevereeneenne. 194
Lenvima 12mg Daily Dose .......c.cccoceeverieneeene. 194
Lenvima 14 Mg Daily Dose..........ccccevereeneenne. 194
Lenvima 18 Mg Daily Dose..........ccccevereenenne. 194
Lenvima 20 Mg Daily Dose..........cccceveruenenne. 194
Lenvima 24 Mg Daily Dose..........cccceverueneenne. 194
Lenvima 4 Mg Daily Dose........c.cccceevevvenirennnnnne. 194
Lenvima 8 Mg Daily Dose........cccccoceeverieneenne. 194
Legembi IQlik......cocooveeeiiiiiiiiiiiieeee, 195
Legembi Iqlik (lecanemab-irmb)....................... 195
Leukine ...oceeveeiiiieniiiienieccieceeeeesesee 196
Leukine (Sargramostim)........cc.cceceeveererveneennens 196
Leuprolide Acetate.........cooceeeeeerienieeniienieeieeee. 98
Levalbuterol ........cocovevviiieniiniiiicneeeeiecees 454
Levalbuterol Hel .....c..cooevieniiiiiiiiiiiiicees 454
Levalbuterol Hydrochloride............ccceeuvnnenne. 454
Levetiracetam.........cooeevverieneenienieneeieniesieennens 338
L-glutamine.........coceveeinienienienieneeesieseees 108
LidOCaine. .....ccueeveriieiieiiniieeeiceeeee e 197
Lidocaine Patch.......c..ccocevieniiniiniiiniiiiiccees 197
LAfYOrTi coceeeiieieciccieeeeceeee 198
Lifyorli (relacorilant) .........ccccoccevvenieniniencnnnens 198
Lisdexamfetamine..........cccceeeevuerieneeneniieneennens 199
Lisdexamfetamine Dimesylate........................... 199
Lithium..c.ceeceieieieeccc e 200
Lithium Solution ........cccccoceveeviniiniininieneeens 200
LAvdelZi c..eeeeeiiiiicieeeeecees 201
Livdelzi (seladelpar) ........cccooceeeiienieniienieene, 201
Lavmarlic...oooooeeceiioniiiiceees 202



LIVEENCILY 1vveeiiieiieeiie et 203
Livtencity (maribavir) ........ccccoeeeevieriieeneennnnne 203
LOdOCO. .. ittt 204
Lodoco (cv Colchicing).........cccveeevuveeecnieenneens 204
Lofexidine Hydrochloride............cccceeevveirennnnn. 207
LonSurt.....ccooviieiieeecee e 205
Lonsurf (trifluridine-tipiracil) ............ccceeuveneenne 205
LOrbrena .......occveevieeiieiieeiieieeeeeeeee e 206
Lorbrena (lorlatinib)...........ccccceeveieviieeiieceneens 206
Lucemyra (lofexiding).........ccccoeevveviieniieninennnnns 207
Lumakras........c.oevieeiieniienieeieeie e 208
Lumakras (Sotorasib)..........ccccceeveeevieeeineeenneeenns 208
LUPKYNIS..oouiiiiiiieiieeieeiiece e 209
Lupkynis (vOCloSpOrin) ..........ccccueeeueerieenieennnnnns 209
Lupron (leuprolide Acetate)............ccccveeruvennnnnne 210
Lupron Depot (1-month) ...........cccceueenennnen. 98,210
Lupron Depot (3-month) ...........cccevvenenneen. 98,210
Lupron Depot (4-month) ..........cccceeiveiieniienenne. 98
Lupron Depot (6-month) ..........cccceecvieiieniiennennne. 98
Lybalvi cceeiiiiieiececee e 211
Lybalvi (olanzapine-samidorphan) ................... 211
Lynparza.......cccoceeeeieeeiiieiiiecieceeeeeee 212
Lynparza (olaparib) .........cccoeeeeriiieniienieeniieniene 212
LytgODi cuevieniieiiieiieeeeece e 213
Lytgobi (futibatinib).........ccceoceerviienieniieiieniee 213
M

MaCIENTAN ....cuvieiieiieeiieeie et 214
MaAYZENL...cciiiiiiiieeiie e 215
Mayzent (Siponimod) ..........ccceeevveeriierieenieennenns 215
Mayzent Starter Pack ........cccccoceviiniiiininenne. 215
Mebendazole ..........cceeveeeiienieiiieiieeie e 216
MEKINIST...eovvieiieeiieeiie ettt 217
Mekinist (trametinib) ..........cccceeeeeerierieeniiennnan. 217
MEKEOVT ..ttt 218
Mektovi (binimetinib) ..........cccccveeeviieecieeeniens 218
MErcaptoPUuIine ..........cceeeveerveerveerieenreesieennans 219
Mercaptopuring SUSpension ............cecceeerveernnene 219
MELhIteSt......eeeeieeiieeiieiieeie et 220
Methitest (methyltestosterone).........c..cceceeuenee. 220
MEthOtreXate .......coeeveereieriieiieeieeiieeie e 454
Methotrexate Sodium..........ccceeevveeriienieeniiennnans 454

Methotrexate Solution...........ccceevvereeniniieneennen. 221
Methylprednisolone ...........cccceeeeenienieeninennnne. 454
MELYTOSINE ...oevieniieeiiieiie ettt 222
MifepriStone........cceeeveeeieeriieiieciieiie e 186
MIGIUSTAL ..o 439
Milnacipran.........cceeeveeeeeeeiienieeieeie e 223
Milnacipran Hydrochloride...........ccccoeviinennnen. 223
Miplyffa ..oooeieiee 224
Miplyffa (arimoclomol) ..........cccceevieriieniiennnnnne. 224
Modafinil......ccccooerieniiiiiieis 225
MOAEYSO0...uuvieiieiieeiieeiie ettt 226
Modeyso (dordaviprone)...........ccceeeeeeeeneeennnnne. 226
MOUNJATO ...ttt 227
Mounjaro (tirzepatide) ........ccceeeeveereeeieenirennnenne. 227
MOVaNtIK .....cooveiiiiiiniiecieeeeee s 228
Movantik (naloxegol Oxalate)...........cccccuvenneenne. 228
Mulpleta.......ooevieeiieiieieeeeeeee e 229
Mulpleta (lusutrombopag) ........cccceceeeveereeennnnnne. 229
MUIEAQ .t 230
Multaq (dronedarone) ...........ccceceeveeeeieeneeennnnne. 230
MYalept ...oooueieiieieeiee e 231
Myalept (metreleptin) .........ccceeeveeriencieeniennnenne. 231
MY CAPSSA..enniiieriiieeiiieeiiee ettt 232
Mycapssa (0ctreotide)........ceeeeeveereeenieenieennneene. 232
Mycophenolate Mofetil.............cceeeeeriieniennnnne. 454
Mycophenolic Acid Dr.......ccccoeevveiiniiieiene, 454
Myfembree........cocveevieeiieieiecieee et 233
Myfembree (relugolix-estradiol-norethindrone)233
Myhibbin.....cccooviiiiiiirireeeeee e 454
MYQOTZO it 234
Myqorzo (aficamten) .........ccceeveverieriieeniiennnnne. 234
N

NETIYNX oo 235
Nerlynx (neratinib).........ccoocveevienieenienieeieeeee. 235
Neulasta......cceevereeneriinieeeeeeeeee 274
NEXItOL..cuviiiiiieiiiieeeeeee e 236
Nexletol (bempedoic Acid).......ccccvvvvvverieenennee. 236
NEXHZEt .o 237
Nexlizet (bempedoic Acid And Ezetimibe)....... 237
NIUOtNID .. 238
Nilotinib Hydrochloride............cccceevvenieenenen. 238
NINIATO .o 239



Ninlaro (1IXazomib) ........ccceeeveeviienieniienieeieenen. 239

Nintedanib Esylate ..........cccccoeeieniinciiiniiienee. 249
NitazoXanide .......cceevveeviienieeiieieeieeee e 240
NIHSINONE ..t 241
INIEYT e 242
Nityr (NItISINONE) ...veeereeeieiieeiieiie e eiee e eneee 242
Norditropin FIEXpro ........cccceeevvevienciieneenieenen. 334
NOXAfTL. e 284
NUDEQA .ot 243
Nubega (darolutamide)...........ccevveeciieniennennen. 243
NUCALA ..o 244
Nucala (mepolizumab) ..........cccevvvieciienieniennen. 244
Nuplazid .....ccooeviieieiiee e 245
Nuplazid (pimavanseriny.........c.cceceveerveeeerneenn 245
NUEEC ettt 246
Nurtec (rimegepant) .........occeeeeveereeeieeneeeveennen. 246
NUtFIPId .o 454
o

OCtagam .......ooceeeviiieriieeieecee e 168
Odactra ....ceeeeeiieiieieeeee e 247
Odactra (dust Mite Allergen) .........cccceeeveennennee. 247
OdOMZO ..ot 248
Odomzo (sonidegib)........ccccuverveeieeniieniieienne 248
OFf@V et 249
Ofev (nintedanib) ..........ccceeeeiieeiiieeieeeeeeee, 249
OZSIVEO .ottt 250
Ogsiveo (nirogacestat) ........ccceecveecveereeeeveenneenne 250
Ojemda ....c.oeeeiieiieee e 251
Ojemda (tovorafenib) ..........cccoeceeeviienvenieenenne. 251
OJJAATA .ttt 252
Ojjaara (momelotinib) .........ccccecveeeieenieenreenenne. 252
OMNILTOPE .ottt 334
Ondansetron Hel........ocoovieiiiiniiiiiiiciee 454
Ondansetron Hydrochloride.............cccecveennnnee. 454
Ondansetron Odt ..........coccevevienieeiiienieeieeeee 454
ONUIEE...ceiiiieiiiieeiieeeite ettt 253
Onureg (azacitiding) ..........cccveevveeieenieereeneene 253
OPIPZA ettt 254
Opipza (aripiprazole Film).......c..ccceoveniinnnnen. 254
Oral Ribavirin.........ccoeceevieeciienieeieeie e 255
OFENCIA .ottt 256
Orencia (abatacept) ......ccocveeveierieeiieeniieeieeieene 256

Orencia Clickject .......coveviiiiiiniieiieeieeeee 256
OTenitram .....cc.eeevieriieeiieie e 257
Orenitram (treprostinil)........cccceeceeveevenienennene. 257
Orenitram Titration Kit Month 1 ...................... 257
Orenitram Titration Kit Month 2 ....................... 257
Orenitram Titration Kit Month 3 ....................... 257
Orfadin ....c..oovieviiiiiiei e 241
OTZOVYX teiiiiieiiieenieeeeite ettt e 258
OrgovyX (relugolix) ....c.cooeveeevieriieiienieeiieeee 258
Oriahnn ........oocovveiieiiieieeee e 259
Oriahnn (elagolix-estradiol-norethindrone)....... 259
OTIlISSA ..t 260
Orilissa (€lagolix)......ccovverveeriieniieiienie e, 260
Orkambi ......cceeviiiiiniiiiiiiecee 261
Orkambi (lumacaftor-ivacaftor)......................... 261
OTSETAU....cvieiieieiiieeeeeeee e 262
Orserdu (elacestrant).........c.cccecveeeeveeeeveeeenneenne, 262
OSENVEIL ..o 83
OteZIa .. 263
Otezla (apremilast)........ccccceeveerieeiiienieeniieeee, 263
Otezla XToovieiiieiieieeeee e 263
Otezla/otezla Xr 28 Day Treatment Initiation Pack
........................................................................ 263
OXEIVALE ...t 264
Oxervate (cenegermin-bkbj) ........ccceevvverivennnnnnn. 264
OXYDULYNIN ..o 265
Oxybutynin Chloride ...........ccceevveeiiienieeiiennnene 265
Oxybutynin Chloride Er.........ccccoooiiniieiiennnnne. 265
Oxycodone Extended Release............c.cccuvennee.n. 266
OXYCONLIN....eetiieiiieiieeiieiie ettt 266
OZEMPIC .eeevieiieeiieiie ettt 267
Ozempic (semaglutide) ........ccceecveeriierieenieennnne. 267
P
Palynziq.....ccceeevveeiieiieieeeeeeee e 268
Palynziq (pegvaliase-pqpz).......ccceevveeveenuvennnnnne 268
Panretin ........oocvevieeiieniieieeeee e 269
Panretin (alitretinoin) ..........ccccoeeeerieeieeniiennnnne. 269
Paricalcitol ........ccceviieviiei 270
Paroxetine Hydrochloride..........cccoceeveriinennen. 271
Paroxetine Suspension ...........cccceeveeeieenieennnenne. 271
Part B Versus Part D........ccccoviiiiiiiiiniiiie 454
Pazopanib..........ccoeviiniiiiiiicc e 272



Pazopanib Hydrochloride..........c.ccooevvieniennnnee. 272

PegaSYS ..eiiiiiiiiiieee e 273
Pegasys (peginterferon Alfa-2a)...........cccoeueee. 273
Pegfilgrastim .........ccccoevieviienieiiieieieeeee 274
Pemazyre .......coooueeeviieiiieee 275
Pemazyre (pemigatinib) ..........cccceevuieriieniiennnnne 275
Penbraya......cccccoevieiiieiiiiieeee e 276
Penbraya (meningococcal Vaccine).................. 276
PenciCloViT......cooiieiiieiieriicieceee e 373
Penmenvy ......oocceveiiiiiiiiiiee 277
Penmenvy (meningococcal Vaccine)................ 277
Pentamidine..........cccceeviieniiiniiiiieieeiceeee 278
Pentamidine Isethionate .............cccccceevieiiennnn. 278
Perampanel..........ccoocveiiiiiiiiiiiiee 279
Pimecrolimus.........cccueevvieeiieniieiiieiieeieeiee e 280
Pigray (alpeliSib) .....c.ccoeevvieiiiiiieiiecieeieeee 281
Pigray 200mg Daily Dose ........cccceeverierrennennne. 281
Pigray 250mg Daily Dose ........ccoceeverieneennennee. 281
Pigray 300mg Daily DoS€ .......ccceervverveeiiennnnne 281
Pirfenidone .........cccoeevveiieniiiiieeieeeee 282
Plenamine..........ccceveveeriieniieniienieeicecieeee e 454
Pomalidomide .........cccoeeriieiiiniieieciceeee 283
Posaconazole..........cccoevieiiiiiiiniieieeeee 284
Posaconazole Dr.........ccccoocveeiiiiiiienieniieiee 284
Praluent .........ccoooivviiieniiniieeeee e 285
Praluent (alirocumab)............cccceeeiiiieiiiiinneen, 285
PredniSone ........cooveveieiieniieieeieeece e 454
Premasol.......ccceeiieiiiiiiiiicee e 455
Prenatal........ccocveiiiiiieieeceeee e 286
Prenatal Vitamins ..........ccccceevieniiieniienieenieenieen, 286
Pretomanid ..........ccoecveeiiiiiiiiiieieee e 287
Prevymis......coceerieiiieiieeieeieee e 288
Prevymis (1etermovir) ........ccccevvveerienieenieennnane 288
Privigen .....cccoccueeiieiiieiiecieeieeeeeeee e 168
PrOCTit. ceiieiieeieeeece e 114
Prograf.......ccoooiieiiii 455
Prolastin-c ........ccccceveuierieniiiieeieeiece e 443
Promethazine...........cccooceeviieiieniiieiecieeeeee 289
Promethazine Hcl..........coooiviiiiiiiiiiiiiciee 289
Promethazine Hydrochloride..............ccccueennen. 289
Prosol...c.cieiieiiieiecee e 455
Prucalopride ........ccoocveeiieiiieiiiiieeeeee 290
Pulmozyme.........cccoocvieiiiiiiiiiiieeeceeeee 455

PYQUVIL i 82
Pyrukynd........cooooiieiiiiiiie e 291
Pyrukynd (mitapivat) .........cceceeeeiieniienieeniiennnene 291
Pyrukynd Taper Pack.........ccccoeevveniiniiiiniennn, 291
0

QDBIEXZA...ccviiiciiieeiieeeee e 292
Qbrexza (glycopyrronium)...........cceeeveerveennnnnne. 292
QINIOCK....ccviiiiiiiceeecee e 293
Qinlock (ripretinib) ........cccceeeeerieeriienieeiienee 293
Quinine Sulfate .........cccoeeeveviiiiiiiiecie e, 294
R

Rabavert .......cocvveiieiiiieeieeeee e 455
Radicava Ors Starter Kit........cccooevvervieeniennnnne. 107
Raldesy....ccccuveiiiiieiiieieceeeeeee e 295
Raldesy (trazodone Solution)...........ccceevuvennnne. 295
Recombivax Hb ......ccccocevviiiiiiiiiiiiiieie, 455
Redemplo.....cccvveeiieiieiieieiecee e 296
Redemplo (plozasiran)...........ccccceeveeeieeniiennnnnne. 296
REliStOT....eeiiieiieiieciee e 297
Relistor (methylnaltrexone) ..........cccceeevvveneennee. 297
Repatha .....ccooovieiiiiii e, 298
Repatha (evolocumab) ..........ccceevverieniieniiennnnnne. 298
Repatha Sureclick .........cocoeeiiiiiiiiniiiiiiie, 298
RetaCTit...eeeeeieeiieiieeeeee e 114
REteVIMO ..o 299
Retevmo (selpercatinib).........ccccceevvevieenirennnnnne. 299
REVCOVI .ttt 300
Revcovi (elapegademase) ........ccceeeveeeeeeieennnnnne. 300
RevULOL] ..ooiiieiieiece e 301
Revuforj (revumenib).........cccceeeeiverienieeniiennnnne 301
Rezdiffra ......coovveeiieiieii e 302
Rezdiffra (resmetirom)...........cceveeeeveeevcneeennneennne. 302
Rezlidhia.......ccooeviieiiiiiiiieiee e, 303
Rezlidhia (olutasidenib)..........cccceeevveevnieennennee, 303
ReZUTOCK ....vvieiieieeieee e 304
Rezurock (belumosudil)..........cccoeeevvieenieeennennne. 304
Ribavirin ......cooveviieiieieeieeeeee e 255
RiINVOQ.iiuiiiiiiiiieieetee e 305
Rinvoq (updacitinib) ..........cceceeeeiienieniieniienene, 305
RinvOq Lq covveeiieieeiieieeeeeeceee e 305
RIOCIGUAL ..ottt 306



RiISedronate.........ooevveveeeeeeiiiiiiiiiiiieeae 307

Risedronate Sodium .........ccceceevvieenienieeniieniene 307
Rivaroxaban ..........cccceecieviiieniiniiienieciceieene 308
Rivaroxaban Suspension ...........cccccceevveerieennnne 308
RIVEIOZA ..ot 309
Rivfloza (nedosiran)..........cccccoevvveeeueeeecneeeeneeenns 309
ROMVIMZA ...ooovviiiiiiiiiiecceeceeee 310
Romvimza (vimseltinib).........cccccoevieriieniennne 310
ROZIYHEK ... 311
Rozlytrek (entrectinib) .......cccceceevveninieniennennne. 311
RUDIaca ....ccveeviiieiieiicieecee e 312
Rubraca (rucaparib)..........ccoeeeeviieriienieeniieninnns 312
Rufinamide.........ccoeevieriiiniiiiiiiiiieieiceee 313
Rufinamide Suspension...........cccceeeveerveenieennnnnne 313
Rydapt ....coovieiiieieeececee e 314
Rydapt (midostaurin) ...........ccceeeeeeviierieenieennnnne 314
Rytary coeeeeeeeee e 315
Rytary (carbidopa Levodopa Er Cap) ............... 315
S

SaProPterin......ccceeecveerieeiieeieeieeeee e 316
Sapropterin Dihydrochloride............cccccevenneene. 316
SCEMDBIIX...viiiiiieiieeiieie e 317
Scemblix (asciminib) ..........cccceeeeevieevierenneeenee. 317
Scopolamine..........cccoeceeeeiieniieniieniieieeieeee 318
Scopolamine Patch...........cccoeeiiniiiniiniiene 318
Secuado .....cooverieniiiee e 319
Secuado (asenapine Patch)..........cccocveviiennennne. 319
SEPhience ......c.cevvveevieriieiieeieeee e 320
Sephience (sepiapterin) ........ccccceeeeveerevenveeneenne 320
SINITOT...c.eiiiiieieciee e 321
Signifor (pasireotide) ..........cceeeverveeniienieeneenne. 321
STKLOS .ot 322
Siklos (hydroxyurea)...........ccccocvevveeniienieeneenne. 322
Sildenafil (pulmonary Arterial Hypertension) .. 323
Sildenafil Citrate ..........cccceevveeiienieeiieeieeee 323
SIMPONI i 324
Simponi (golimumab) ...........cccceevieenieniienenne 324
SITOlIMUS ..o 455
SITTULO ..t 325
Sirturo (bedaquiling) .........ccceeevveviienieniieienne, 325
SKYCIATYS c.eeeeiieiieeiieee et 326
Skyclarys (omaveloxolone)..........ccccccverveennennne. 326

SKYTIZI c.vieiiieiieciieeeee e 327
Skyrizi (risankizumab-1zaa)...........ccceveevuennnnne. 327
SKyrizi Pen......occvveiiiiiiiieciiceeeeeee e 327
Sodium Oxybate.........ccceeveriieriieniieiieeieeieeee. 328
Sodium Oxybate Oral Solution.............cccuueeee. 328
Sodium Phenylbutyrate...........ccccccveevveniieieenee. 329
SofAra....cccvieieeiiee e 330
Sofdra (sofpironium)...........ccceevevieerivenireieennen. 330
SORONOS.....eiiiieiiieiieeieceeee e 331
Sohonos (palovarotene) ..........cccocceeevveeireneeenen. 331
Solifenacin ........ccceceeeieeriieniiieiece e, 332
Solifenacin Succinate..........ccceceeveeerieenieeeeennen. 332
SOltaMOX ....eevieiiieiieeieeeeee e 333
Soltamox (tamoxifen Oral Solution).................. 333
SOMAtrOPIN....veeiiieiieeiecieeieee e 334
SOMAVETL ....eeiiiieiiiieiiieeeeeeeeee e 335
Somavert (pegvisomant) ...........cccceeevverveeneennen. 335
Sorafenib........ccceeeeiieiiiiiiieeie e, 336
Sorafenib Tosylate .........cccoevvvevierciienieniieieeee. 336
SOtYLIZE .ot 337
Sotylize (sotalol Oral Solution) .........cc.cccueeuenee. 337
Spritam (levetiracetam)...........ccceecveevverireneenen. 338
SteqeYMA....ceiiiieiiiieiieeeeeee e 391
Stimufend..........ccoeeieiiiiiie, 274
SHIVATZA .oovvieiieeiieeeee e 339
Stivarga (regorafenib) .........cccccceeviieiieniieieennee. 339
SUCTAId ..ot 340
Sucraid (sacrosidase) ..........ccceeeeeveeeereeeeveeennen. 340
SUNIINID ..., 341
Sunitinib Malate...........ccccevviieniiniiiiieeieeeeee, 341
Symdeko .....oceeviieiiiiiiie e, 342
Symdeko (tezacaftor-ivacaftor) .........c..ccceeueenee. 342
SYMPAZAN ...cociiiiiiiieiiiieeieece e 343
Sympazan (clobazam Film) ........ccccocevveninnnne. 343
SYMPTOIC ...eieiieeiieiieeieeiieeie et 344
Symproic (naldemedine)...........ccccceevverirenennee. 344
Synarel .......cooveeiieiiie e, 345
Synarel (nafarelin) .........cccoceeviinciienieniieieeee. 345
T

Tabrecta...ccveeeieeiieee e 346
Tabrecta (capmatinib) .........ccceeeeeeereienieenieennnne. 346
TaCTOIMUS ..oovveeiiieiieeiiee e 455



Tacrolimus Er......oooovviiiiiiiii 455

Tadalafil .....ccoovvveeiiiiiiii e, 347, 348
Tadalafil (benign Prostatic Hyperplasia)........... 347
Tadalafil (pulmonary Arterial Hypertension) ... 348
Tadliq cooeveeeieeie e 348
Tafinlar......ccoocveeeiienieeeee e 349
Tafinlar (dabrafenib) ...........cccoocevveiienieniieenne 349
TAGIISSO .ot 350
Tagrisso (0SIMErtinib) .........ccecveveeevuereeneeniennene 350
TakhZYT0 ..veoeiieiieieeee e 351
Takhzyro (lanadelumab-flyo)...........ccccevvennenee. 351
Talzenna ........ccoevveeviieiiiiieeieeeee e 352
Talzenna (talazoparib).........ccceeevveeiienieniienenne. 352
TaAIPEYO .o 353
Tarpeyo (budesonide)..........cceceeveevuenienceniennene 353
Tasimelteon .......ceevveeiierieeiieeeeeeeee e 148
TavaliSSe....ueeriieiieeiieeieeee et 354
Tavalisse (fostamatinib) ...........ccceceeeveveeieenennne. 354
TAVNEOS ..o 355
Tavneos (avacopan).......ccocceeeeveeerieeenieeenneeennnes 355
TaZATOtENE ...eevvveeiieeiie e 356
Tepmetko.....cccueeuieriieiieiecieee e 357
Tepmetko (tepotinib)..........cceevveeciieniienieenenne. 357
Teriflunomide.........ccoooeevieeciiiniieiieie e 358
Teriparatide .......ccceeeveeviierieeiieieee e 359
Tetrabenazine ............cceevveeeiienieeiieenieeeieeeeeen 360
Thalomid .......ccoovieniiiiie e 361
Thalomid (thalidomide) .........ccccoevvieierieirnnne 361
TIDSOVO ..ot 362
Tibsovo (ivosidenib) .........cccceevvieiieniieniieienne 362
TICOVAC ..ot 363
Ticovac (tick-borne Encephalitis Vaccine)....... 363
TigECYCIINE ..o 364
Tirosint (levothyroxine Oral Solution).............. 365
TIroSint-s0l ......ocvieeiieiieie e 365
Tobi Podhaler..........ccccoevieeiiiiniiiiiiiecieeee, 366
Tobi Podhaler (inhaled Tobramycin)................ 366
TObIramycCin .......c.ceeveeviierieeiieie e 455
Tofacitinib ......ceecvieriieiieiecee e 367
Tofacitinib Citrate ..........ccceeeveevieecieenieeieeene, 367
Tofacitinib Citrate Er ..........cccoocvveiiiniiiiieene 367
Tolteroding ........c.cooveeiienireiiieiecieeee e 368
Tolterodine Tartrate............ccceevveecieeneenreenenne. 368

Tolterodine Tartrate Er ........c.cccceeeevieniieniiennnnnne. 368
Tolvaptan ........ccccceevieeiieniieieeeee e 369
TONMYA ..ot 370
Tonmya (cyclobenzapring) ...........ccceeeveervvennnnnne. 370
Topical ACYClOVIT ......ccueeviiiiieiieiieie e, 371
Topical Diclofenac........cccccoeeveriieiienieeiienee, 372
Topical Penciclovir..........ccoocveviieiiienieeiienene, 373
Topiramate .........cccecveeeiienieeiieeieeiieee e 374
Topiramate Oral Solution ............cccceecveeieennnnnne. 374
Toremifene.........oocveveevenieneiiiiiecceee 375
Toremifene Citrate........coccoveeverieneeiienieniennene 375
Travasol.......coceeverienieiineeeee 455
Trelstar MIX (triptorelin).........cccceveevenienennnene 376
Trelstar MIXject.....ccveevvienieeiienieeiieeie e 376
Tremfya.....ccoovieeeieieee e 377
Tremfya (guselkumab).........cccoocvveiiiiniiiniiennnnne, 377
Tremfya Induction Pack For Crohns
Disease/ulcerative Colitis.........cccceeveerueennnnnne. 377
TTEtINOIN. ..o 378
Trikafta......cooeeviiiiie 379
Trikafta (elexacaftor-tezacaftor-ivacaftor)......... 379
TrintelliX .o.eoveeeiiiieeeee 380
Trintellix (VOrtioXetine) ..........cceeeeveeeeveeeenveennne. 380
Trophamine..........ccceeevieniieiieniicieeie e, 455
TTOSPIUM ...ttt 381
Trospium Chloride.........cccoevieniieiiiiniieiiee, 381
Trospium Chloride Er.........cccovviiiiiiniiiiienn, 381
TIULCIEY et 382
Trulicity (dulaglutide).........cccceeeiieiiieniieniienene, 382
Trumenba ........cccooveviiiiiiiiieeee 383
Trumenba (meningococcal B Vaccine) ............. 383
TIUQAD cevveeeiieeeiee e 384
Truqap (capivasertib).......cccocceevieeriienieeniiennene, 384
Tryngolza.....ccccoeevieiiieiieiieieeee e 385
Tryngolza (olezarsen) ..........ccceeeveeveenieenieennnnnne. 385
TIYVIO e ittt 386
Tryvio (aprocitentan) ...........ccceeeeeereeenieenieennnenne. 386
TUKYSA ittt 387
Tukysa (tucatinib) .........ccccveeviieriieriienieeeeee, 387
TUralio. . c.eeeeieieiee e 388
Turalio (pexidartinib)...........ccceeeveeriiencieenieennnne. 388
TYMIOS .ot 389
Tymlos (abaloparatide)..........cccceevuierieeniiennnnne. 389



U

UBTCIVY ..ttt 390
Ubrelvy (ubrogepant) ..........cccceevverieenreenneennen. 390
UdeNyca....ccouveeiieiieeiieeieeieeeee e 274
Ustekinumab Biosimilars...........cccccceeeeveennnnnnen. 391
UZEAY vttt 392
Uzedy (risperidone Er)........cccccoeviiviiinieniennen. 392
V

Valchlor......coooiiiiiiiiiiiecie e 393
Valchlor (mechlorethamine) .............cccceuenee. 393
Vanflyta.....ocooooieiiieiiiieeeeceee e 394
Vanflyta (quizartinib)..........cccceevierieeneenneenen. 394
Vanrafia.......ccecvevieeiiienieeiee e 395
Vanrafia (atrasentan)...........ccccceeeeeeeneeeeveeennnenn. 395
VaxChora ......coccvieviieiiecieeeee e 396
Vaxchora (cholera Vaccing)..........cccceeeeveeennnen.. 396
VenCleXta.....ooeouierieeiieieeiieeie e 397
Venclexta (venetoclax)........ccceeeeeeecnieeeveeennnenn. 397
Venclexta Starting Pack .........cccccceeviieiennnnnen. 397
Ve0zah......ooooiiiiiiiiciieece e 398
Veozah (fezolinetant) ..............cccceeeeeveeeeneeennen.. 398
Verkazia ......ccocevvevieeiieniieiieeieeeeee e 399
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