PRIOR AUTHORIZATION CRITERIA

This list is current as of December 1, 2021, and pertains to the following formularies:

2022 Pharmacy Benefit Dimensions Prescription Drug Plan (PDP) Part D Version 9
3 Tier Formulary

Pharmacy Benefit Dimensions requires you (or your physician) to get prior authorization for
certain drugs listed on the formularies above. This means that you will need to get approval
from us before you fill your prescriptions. If you do not get approval, we may not cover the
drug. These drugs are listed with a “PA” in the Requirements/Notes column on the formularies.
This document contains the Prior Authorization requirements that are associated with the
formularies listed above.

If you have any questions, please contact our Medicare Member Services Department at 1-800-
667-5936 or, for TTY 711, October 15t — March 31°t: Monday through Sunday from 8 a.m. to 8
p.m. ET, April 15t — September 30™": Monday through Friday from 8 a.m. to 8 p.m. ET.

Pharmacy Benefit Dimensions is a subsidiary of Independent Health. Independent Health is a
PDP with a Medicare contract. Enrollment in Pharmacy Benefit Dimensions PDP depends on

contract renewal between Independent Health and CMS.

The formulary may change at any time. You will receive notice when necessary.
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ABILIFY MYCITE (aripiprazole with sensor)

Products Affected
e ABILIFY MYCITE MAINTENANCE KIT ORALTABLET 10 ¢ ABILIFY MYCITE STARTER KIT ORAL TABLET 10 MG, 15
MG, 15 MG, 2 MG, 20 MG, 30 MG, 5 MG MG, 2 MG, 20 MG, 30 MG, 5 MG

ABILIFY MYCITE ORAL TABLET 10 MG, 15 MG, 2 MG,

20 MG, 30 MG, 5 MG

PA Criteria

Criteria Details

Exclusion Criteria

Dementia-related psychosis

Required Medical
Information

Diagnosis of covered use, documentation of previous aripiprazole use (see Other
Criteria).

Age Restrictions

18 years of age or older

Prescriber
Restrictions

Coverage Duration

1year

Other Criteria

PA applies to new starts only. For approval, the patient must have documentation of at
least a one-month trial of generic aripiprazole solution, tablets, or orally-disintegrating
tablets.

Indications

All Medically-accepted Indications.

Off Label Uses




ACTHAR (corticotropin)

Products Affected
e ACTHAR

PA Criteria

Criteria Details

Exclusion Criteria

Request for IV administration, treatment of patients under 2 years of age in whom
congenital infections are suspected, patients with scleroderma, osteoporosis, systemic
fungal infections, ocular herpes simplex, recent surgery, a history of or presence of a
peptic ulcer, congestive heart failure, uncontrolled hypertension, primary
adrenocortical insufficiency, adrenocortical hyperfunction, or sensitivity to proteins of
porcine origin

Required Medical
Information

Diagnosis of covered use, submission of blood pressure reading and baseline serum
sodium and potassium levels.

Age Restrictions

Prescriber
Restrictions

Coverage Duration

1year

Other Criteria

PA applies to all. Updated blood pressure, sodium, and potassium levels since the
previous authorization will be required for subsequent reauthorizations. A description
of how the drug will be used and/or obtained may be required to determine whether it
will be covered under Medicare Part B or Part D. If the medication will be self-
administered after proper training or the provider agrees to have the medication filled
at a pharmacy and delivered to the office by the patient for provider administration, it
may be covered under Part D. If these conditions are not satisfied this medication may
be covered under Part B.

Indications

All Medically-accepted Indications.

Off Label Uses




ACTIMMUNE (interferon gamma-1b)

Products Affected
e ACTIMMUNE

PA Criteria

Criteria Details

Exclusion Criteria

Required Medical
Information

Diagnosis of covered use.

Age Restrictions

Prescriber
Restrictions

Coverage Duration

1year

Other Criteria

PA applies to all. A description of how the drug will be used and/or obtained may be
required to determine whether it will be covered under Medicare Part B or Part D. If the
medication will be self-administered after proper training or the provider agrees to have
the medication filled at a pharmacy and delivered to the office by the patient for
provider administration, it may be covered under Part D. If these conditions are not
satisfied this medication may be covered under Part B.

Indications

All Medically-accepted Indications.

Off Label Uses




ADEMPAS (riociguat)

Products Affected
e ADEMPAS

PA Criteria

Criteria Details

Exclusion Criteria

Pregnancy, severe (Child-Pugh class C) hepatic impairment, creatinine clearance below
15 mL/min or on dialysis, concurrent use with nitrates or nitric oxide donors in any
form, concurrent use with phosphodiesterase inhibitors

Required Medical
Information

Diagnosis of covered use, submission of negative pregnancy test result for female
patients of childbearing age, creatinine clearance (or serum creatinine, actual body
weight, and height to calculate estimated creatinine clearance).

Age Restrictions

18 years of age or older

Prescriber
Restrictions

Restricted to cardiology and pulmonology

Coverage Duration

1 year

Other Criteria

PA applies to new starts only.

Indications

All Medically-accepted Indications.

Off Label Uses




AKYNZEO (netupitant/palonosetron)

Products Affected
e AKYNZEO ORAL

PA Criteria

Criteria Details

Exclusion Criteria

Severe hepatic impairment, severe renal impairment, end-stage renal disease

Required Medical
Information

Diagnosis of covered use, confirmation patient will receive concurrent dexamethasone
therapy as indicated based on level of chemotherapy regimen emetogenicity.

Age Restrictions

18 years of age or older

Prescriber
Restrictions

Coverage Duration

1year

Other Criteria

PA applies to all. If the medication is being administered related to cancer treatment
and is a full replacement for intravenous administration of antiemetic therapy within 48
hours of cancer treatment, it is covered as a Part B benefit. To be eligible for Part B
coverage, the prescribing physician must indicate this on the prescription. Otherwise it
may be covered as a Part D benefit.

Indications

All Medically-accepted Indications.

Off Label Uses




ALECENSA (alectinib)

Products Affected
e ALECENSA

PA Criteria

Criteria Details

Exclusion Criteria

Required Medical
Information

Diagnosis of covered use, submission of FDA-approved test confirming presence of ALK-
positive tumor.

Age Restrictions

18 years of age or older

Prescriber
Restrictions

Restricted to oncology

Coverage Duration

1year

Other Criteria

PA applies to new starts only.

Indications

All Medically-accepted Indications.

Off Label Uses




ALPHA-1-PROTEINASE INHIBITORS

Products Affected

e ARALAST NP INTRAVENOUS SOLUTION RECONSTITUTED
RECONSTITUTED 1000 MG, 500 MG e ZEMAIRA

e GLASSIA

PROLASTIN-C INTRAVENOUS SOLUTION

PA Criteria

Criteria Details

Exclusion Criteria

Individuals with immunoglobulin A (IgA) deficiency who have known antibodies against
IgA

Required Medical
Information

Diagnosis of covered use, confirmation that patient has clinically evident emphysema
secondary to congenital alpha-1-PI deficiency by submission of pulmonary function
testing (e.g., spirometry or body plethysmography), X-ray radiography, or diffusing
capacity of the lung for carbon monoxide (DLCO).

Age Restrictions

18 years of age or older

Prescriber
Restrictions

Restricted to pulmonology

Coverage Duration

1 year

Other Criteria

PA applies to new starts only. Continuation of therapy requests require objective
documentation from the prescriber that the patient's symptoms have improved. A
description of how the drug will be used and/or obtained may be required to determine
whether it will be covered under Medicare Part B or Part D. If the medication will be
self-administered after proper training or the provider agrees to have the medication
filled at a pharmacy and delivered to the office by the patient for provider
administration, it may be covered under Part D. If these conditions are not satisfied this
medication may be covered under Part B.

Indications

All Medically-accepted Indications.

Off Label Uses




ALUNBRIG (brigatinib)

Products Affected
e ALUNBRIG

PA Criteria

Criteria Details

Exclusion Criteria

Required Medical
Information

Diagnosis of covered use, submission of FDA-approved test confirming presence of ALK-
positive tumor.

Age Restrictions

18 years of age or older

Prescriber
Restrictions

Restricted to oncology

Coverage Duration

1year

Other Criteria

PA applies to new starts only.

Indications

All Medically-accepted Indications.

Off Label Uses




AMANTADINE EXTENDED-RELEASE PRODUCTS

Products Affected
e GOCOVRI

PA Criteria

Criteria Details

Exclusion Criteria

End stage renal disease (creatinine clearance below 15 mL/min)

Required Medical
Information

Diagnosis of covered use, documentation patient tried and failed immediate-release
amantadine.

Age Restrictions

18 years of age or older

Prescriber
Restrictions

Restricted to neurology

Coverage Duration

1year

Other Criteria

PA applies to all.

Indications

All Medically-accepted Indications.

Off Label Uses

10




ANADROL-50 (oxymetholone)

Products Affected
e ANADROL-50

PA Criteria

Criteria Details

Exclusion Criteria

Carcinoma of the prostate or breast in male patients, carcinoma of the breast in females
with hypercalcemia, women who are or may become pregnant, nephrosis or the
nephrotic phase of nephritis, severe hepatic dysfunction

Required Medical
Information

Diagnosis of covered use, submission of CBC, liver function tests, and pregnancy status
for female patients of childbearing potential.

Age Restrictions

Prescriber
Restrictions

Coverage Duration

6 months

Other Criteria

PA applies to all. Updated CBC since the previous authorization will be required for
reauthorizations.

Indications

All Medically-accepted Indications.

Off Label Uses

11




ARANESP (darbepoetin alfa)

Products Affected

ARANESP (ALBUMIN FREE) INJECTION SOLUTION 100 PREFILLED SYRINGE
MCG/ML, 200 MCG/ML, 25 MCG/ML, 300 MCG/ML,

40 MCG/ML, 60 MCG/ML

ARANESP (ALBUMIN FREE) INJECTION SOLUTION

PA Criteria

Criteria Details

Exclusion Criteria

Required Medical
Information

Diagnosis of covered use, submission of hemoglobin or hematocrit level, serum iron,
total iron-binding capacity (TIBC), and transferrin within 30 days of request date,
documentation that the patient does not have uncontrolled hypertension.

Age Restrictions

Prescriber
Restrictions

Coverage Duration

For non-ESRD-related conditions: 90 days. For ESRD-related conditions: 1 year.

Other Criteria

PA applies to all. A description of how the drug will be used and/or obtained may be
required to determine whether it will be covered under Medicare Part B or Part D. If the
medication will be self-administered after proper training or the provider agrees to have
the medication filled at a pharmacy and delivered to the office by the patient for
provider administration, it may be covered under Part D. If these conditions are not
satisfied this medication may be covered under Part B.

Indications

All Medically-accepted Indications.

Off Label Uses

12




ARCALYST (rilonacept)

Products Affected
e ARCALYST

PA Criteria

Criteria Details

Exclusion Criteria

Active or chronic infection, coadministration with TNF-blocking agents

Required Medical
Information

Diagnosis of covered use, TB skin test result obtained within the past 12 months.

Age Restrictions

Prescriber
Restrictions

Coverage Duration

1year

Other Criteria

PA applies to all. A description of how the drug will be used and/or obtained may be
required to determine whether it will be covered under Medicare Part B or Part D. If the
medication will be self-administered after proper training or the provider agrees to have
the medication filled at a pharmacy and delivered to the office by the patient for
provider administration, it may be covered under Part D. If these conditions are not
satisfied this medication may be covered under Part B.

Indications

All Medically-accepted Indications.

Off Label Uses

13




ARIKAYCE (amikacin inhalation)

Products Affected
e ARIKAYCE

PA Criteria

Criteria Details

Exclusion Criteria

Non-refractory Mycobacterium avium complex (MAC) lung disease

Required Medical
Information

Diagnosis of covered use, submission of other therapies that have been tried and failed
or cannot be used because of a contraindication.

Age Restrictions

18 years of age or older

Prescriber
Restrictions

Coverage Duration

1year

Other Criteria This medication is covered as a Part B benefit except for enrollees residing in a long-
term care facility. PA applies to all when covered as a Part D benefit.
Indications All Medically-accepted Indications.

Off Label Uses

14




AURYXIA (ferric citrate)

Products Affected
e AURYXIA

PA Criteria

Criteria Details

Exclusion Criteria

Iron overload syndrome

Required Medical
Information

Diagnosis of covered use.

Age Restrictions

18 years of age or older

Prescriber
Restrictions

Coverage Duration

1year

Other Criteria

PA applies to all.

Indications

All Medically-accepted Indications.

Off Label Uses

15




AYVAKIT (avapritinib)

Products Affected
e AYVAKIT ORAL TABLET 100 MG, 200 MG, 25 MG, 300
MG, 50 MG
PA Criteria Criteria Details
Exclusion Criteria Coadministration with moderate or strong CYP3A inducers or strong CYP3A inhibitors
Required Medical Diagnosis of covered use. For gastrointestinal stromal tumor (GIST), submission of test
Information result confirming presence of PDGFRA exon 18 mutation.
Age Restrictions 18 years of age or older
Prescriber Restricted to allergy, immunology, and oncology

Restrictions

Coverage Duration 1vyear
Other Criteria PA applies to new starts only.
Indications All Medically-accepted Indications.

Off Label Uses

16



BALVERSA (erdafitinib)

Products Affected
e BALVERSA

PA Criteria

Criteria Details

Exclusion Criteria

Coadministration with strong CYP2C9 or CYP3A4 inducers

Required Medical
Information

Diagnosis of covered use, submission of FDA-approved companion test showing
susceptible FGFR2 or FGFR3 genetic alterations, prior chemotherapy regimen(s) used.

Age Restrictions

18 years of age or older

Prescriber
Restrictions

Restricted to oncology

Coverage Duration

1year

Other Criteria

PA applies to new starts only.

Indications

All Medically-accepted Indications.

Off Label Uses

17




BEMPEDOIC ACID

Products Affected

e NEXLETOL
e NEXLIZET

PA Criteria

Criteria Details

Exclusion Criteria

Concomitant pravastatin utilization with doses above 40 mg/day, concomitant
simvastatin utilization with doses above 20 mg/day

Required Medical
Information

Diagnosis of covered use, submission of current or previous lipid-lowering therapies.

Age Restrictions

18 years of age or older

Prescriber
Restrictions

Coverage Duration

1year

Other Criteria

PA applies to new starts only. For approval, the patient must currently be using a statin
plus ezetimibe or the patient must have tried and failed to have an adequate response

to or had an intolerance to at least two statins or one statin and ezetimibe. At least one
statin previously tried and failed must be a hydrophilic statin.

Indications

All Medically-accepted Indications.

Off Label Uses

18




BENLYSTA (belimumab)

Products Affected
e BENLYSTA SUBCUTANEOUS
PA Criteria Criteria Details

Exclusion Criteria

Severe active central nervous system lupus, patients using other biologic medications or
intravenous cyclophosphamide

Required Medical
Information

Diagnosis of covered use, confirmation that the patient is taking standard therapy
defined as at least one of the following: corticosteroids, NSAIDs, antimalarials, or
immunosuppressants.

Age Restrictions

18 years of age or older

Prescriber
Restrictions

Coverage Duration

1 year

Other Criteria

PA applies to new starts only. A description of how the drug will be used and/or
obtained may be required to determine whether it will be covered under Medicare Part
B or Part D. If the medication will be self-administered after proper training or the
provider agrees to have the medication filled at a pharmacy and delivered to the office
by the patient for provider administration, it may be covered under Part D. If these
conditions are not satisfied this medication may be covered under Part B.

Indications

All Medically-accepted Indications.

Off Label Uses

19




BIOLOGIC RESPONSE MODIFIERS

Products Affected

e ACTEMRA ACTPEN INJECTOR

e ACTEMRA SUBCUTANEOUS ¢ SIMPONI SUBCUTANEQUS SOLUTION PREFILLED
e CIMZIA PREFILLED SYRINGE

e CIMZIA STARTER KIT e TREMFYA

e CIMZIA SUBCUTANEOUS KIT 2 X 200 MG e ZEPOSIA

e KEVZARA e ZEPOSIA 7-DAY STARTER PACK

e OTEZLA e ZEPOSIA STARTER KIT

e SIMPONI SUBCUTANEOUS SOLUTION AUTO-

PA Criteria

Criteria Details

Exclusion Criteria

Required Medical
Information

For Zeposia for the treatment of multiple sclerosis, only diagnosis of covered use is
required. For all other drugs managed by this policy and for Zeposia for indications
other than multiple sclerosis, diagnosis of covered use, submission of previous
therapies. For all drugs managed by this policy except Otezla and Zeposia, submission of
baseline latent tuberculosis screening test (Mantoux tuberculin skin test [a.k.a. PPD
test] or interferon-gamma release assay [IGRA]).

Age Restrictions

Prescriber
Restrictions

Coverage Duration

1year

Other Criteria

PA applies to all. With the exception of Zeposia for the treatment of multiple sclerosis
only, for approval of a drug managed by this policy, the patient must have tried and
failed to have an adequate response to or had an intolerance to at least two preferred
agents (Cosentyx, Enbrel, Humira, Rinvoq, Skyrizi, Stelara, and Xeljanz/Xeljanz XR) for
the indication submitted, where possible. For all drugs managed by this policy except
Otezla and Zeposia, if TB screening test returns a positive result, coverage will be
delayed until latent TB is treated. For re-authorization, yearly TB screening test or chest
X-ray required for patients who live in, work in, or travel to areas where TB exposure is
likely while on treatment or for those who have previously had a positive TB screening
test.

Indications

All Medically-accepted Indications.

Off Label Uses

20




BOSULIF (bosutinib)

Products Affected

e BOSULIF
PA Criteria Criteria Details
Exclusion Criteria Coadministration with moderate or strong CYP3A inhibitors or strong CYP3A inducers
Required Medical Diagnosis of covered use, submission of renal function testing. For accelerated or blast
Information phase Ph+ CML, documentation of resistance or intolerance to at least one of the

following prior therapies: imatinib, dasatinib, or nilotinib.

Age Restrictions 18 years of age or older
Prescriber Restricted to hematology and oncology

Restrictions

Coverage Duration 1 year
Other Criteria PA applies to new starts only.
Indications All Medically-accepted Indications.

Off Label Uses

21



BRAFTOVI/MEKTOVI (encorafenib/binimetinib)

Products Affected
e BRAFTOVI ORAL CAPSULE 75 MG
e  MEKTOVI
PA Criteria Criteria Details

Exclusion Criteria

Required Medical
Information

Diagnosis of covered use, submission of FDA-approved test confirming presence of
BRAF V600E or V600K mutation, serum potassium, and serum magnesium. For
metastatic melanoma, confirmation that encorafenib and binimetinib will be co-
administered. For metastatic colorectal cancer, confirmation that encorafenib and
cetuximab will be co-administered.

Age Restrictions

18 years of age or older

Prescriber
Restrictions

Restricted to oncology

Coverage Duration

1 year

Other Criteria

PA applies to new starts only.

Indications

All Medically-accepted Indications.

Off Label Uses

22




BRIVIACT (brivaracetam)

Products Affected
e BRIVIACT ORAL

PA Criteria Criteria Details

Exclusion Criteria

Required Medical Diagnosis of covered use.
Information

Age Restrictions

Prescriber PA not required for neurology
Restrictions

Coverage Duration 1vyear
Other Criteria PA applies to new starts only.
Indications All Medically-accepted Indications.

Off Label Uses

23



BRONCHITOL (mannitol powder for inhalation)

Products Affected
e BRONCHITOL

PA Criteria

Criteria Details

Exclusion Criteria

Documented Bronchitol Tolerance Test failure

Required Medical
Information

Diagnosis of covered use, documentation patient has passed the Bronchitol Tolerance
Test, attestation patient will not be using in combination with hypertonic (7%) sodium
chloride nebulized solution.

Age Restrictions

18 years of age or older

Prescriber
Restrictions

Restricted to pulmonology

Coverage Duration

1year

Other Criteria PA applies to new starts only. For approval, the patient must must have tried and failed
to have an adequate response to or had an intolerance to hypertonic (7%) sodium
chloride nebulized solution.

Indications All Medically-accepted Indications.

Off Label Uses

24




BRUKINSA (zanubrutinib)

Products Affected
e  BRUKINSA
PA Criteria Criteria Details
Exclusion Criteria Coadministration with moderate or strong CYP3A inducers
Required Medical Diagnosis of covered use, submission of prior chemotherapy regimen(s) used.
Information
Age Restrictions 18 years of age or older
Prescriber Restricted to hematology and oncology

Restrictions

Coverage Duration 1vyear
Other Criteria PA applies to new starts only.
Indications All Medically-accepted Indications.

Off Label Uses

25



BUTALBITAL-CONTAINING PRODUCTS IN OLDER
PATIENTS

Products Affected
e ascomp-codeine e butalbital-apap-caffeine oral tablet 50-325-40 mg
e BUPAP ORAL TABLET 50-300 MG e butalbital-asa-caff-codeine
e BUTALBITAL-ACETAMINOPHEN ORAL TABLET 50-300 e butalbital-aspirin-caffeine oral capsule
MG, 50-325 MG e TENCON ORAL TABLET 50-325 MG

e BUTALBITAL-APAP-CAFF-COD e VTOLLQ
e butalbital-apap-caffeine oral capsule e ZEBUTAL ORAL CAPSULE 50-325-40 MG

PA Criteria Criteria Details

Exclusion Criteria

Required Medical Diagnosis of covered use, documentation patient has tried and failed a preferred
Information alternative such as ibuprofen or rizatriptan, or has contraindications to all alternatives.
Age Restrictions PA applies to patients 65 years of age or older. PA does not apply to patients 64 years of

age or younger.

Prescriber
Restrictions

Coverage Duration 1year
Other Criteria PA applies to all.
Indications All Medically-accepted Indications.

Off Label Uses

26



BYLVAY (odevixibat)

Products Affected

« BYLVAY
e BYLVAY (PELLETS)

PA Criteria

Criteria Details

Exclusion Criteria

History of liver transplant, clinical evidence of decompensated cirrhosis

Required Medical
Information

Diagnosis of covered use confirmed by molecular genetic testing, attestation drug-
induced pruritus has been ruled out.

Age Restrictions

Prescriber
Restrictions

Restricted to gastroenterology and hepatology

Coverage Duration

1year

Other Criteria PA applies to all. Attestation of improvement in pruritus symptoms and submission of
liver function testing, including serum bilirubin, since the previous authorization will be
required for subsequent reauthorizations.

Indications All Medically-accepted Indications.

Off Label Uses

27




CABLIVI (caplacizumab-yhdp)

Products Affected
e CABLIVI

PA Criteria

Criteria Details

Exclusion Criteria

Required Medical
Information

Diagnosis of covered use, confirmation drug will be given with plasma exchange and
immunosuppressive therapy.

Age Restrictions

18 years of age or older

Prescriber
Restrictions

Restricted to cardiology, hematology, and immunology

Coverage Duration

3 months

Other Criteria

PA applies to all. A description of how the drug will be used and/or obtained may be
required to determine whether it will be covered under Medicare Part B or Part D. If the
medication will be self-administered after proper training or the provider agrees to have
the medication filled at a pharmacy and delivered to the office by the patient for
provider administration, it may be covered under Part D. If these conditions are not
satisfied this medication may be covered under Part B.

Indications

All Medically-accepted Indications.

Off Label Uses

28




CABOMETYX (cabozantinib)

Products Affected
e CABOMETYX

PA Criteria Criteria Details

Exclusion Criteria Severe hepatic impairment
Required Medical Diagnosis of covered use.
Information

Age Restrictions 18 years of age or older
Prescriber Restricted to oncology

Restrictions

Coverage Duration 1vyear
Other Criteria PA applies to new starts only.
Indications All Medically-accepted Indications.

Off Label Uses

29



CALQUENCE (acalabrutinib)

Products Affected
e CALQUENCE

PA Criteria Criteria Details

Exclusion Criteria Severe hepatic impairment, coadministration with strong CYP3A inhibitors or proton
pump inhibitors

Required Medical Diagnosis of covered use, submission of pregnancy status for female patients of
Information childbearing potential.

Age Restrictions 18 years of age or older

Prescriber Restricted to hematology and oncology

Restrictions

Coverage Duration 1 year
Other Criteria PA applies to new starts only.
Indications All Medically-accepted Indications.

Off Label Uses

30



CAPLYTA (lumateperone)

Products Affected
e CAPLYTA

PA Criteria

Criteria Details

Exclusion Criteria

Dementia-related psychosis, moderate or severe hepatic impairment, coadministration
with moderate or strong CYP3A4 inhibitors or CYP3A4 inducers

Required Medical
Information

Diagnosis of covered use, submission of previous therapies used for indication and liver
function testing or Child-Pugh score.

Age Restrictions

18 years of age or older

Prescriber
Restrictions

Restricted to psychiatry

Coverage Duration

1year

Other Criteria PA applies to new starts only. For approval, the patient must have tried and failed to
have an adequate response to or had an intolerance to aripiprazole and at least one
other generic second-generation atypical antipsychotic (e.g., paliperidone, quetiapine,
risperidone, etc.) or Latuda.

Indications All Medically-accepted Indications.

Off Label Uses

31




CAPRELSA (vandetanib)

Products Affected
e CAPRELSA

PA Criteria

Criteria Details

Exclusion Criteria

History of congenital long QT syndrome, Torsades de pointes, uncompensated heart
failure, or bradyarrhythmias, moderate or severe hepatic impairment, QTcF interval
greater than 450 msec

Required Medical
Information

Diagnosis of covered use, submission of baseline serum potassium, calcium,
magnesium, ALT, AST, bilirubin, TSH, creatinine clearance (or serum creatinine, actual
body weight, and height to calculate estimated creatinine clearance), ECG, and
pregnancy status for female patients of childbearing potential.

Age Restrictions

18 years of age or older

Prescriber
Restrictions

Restricted to oncology

Coverage Duration

1year

Other Criteria

PA applies to new starts only.

Indications

All Medically-accepted Indications.

Off Label Uses

32




CARBAGLU (carglumic acid)

Products Affected
e CARBAGLU

PA Criteria Criteria Details

Exclusion Criteria

Required Medical Diagnosis of covered use, submission of plasma ammonia level.
Information

Age Restrictions

Prescriber
Restrictions

Coverage Duration 1vyear

Other Criteria PA applies to all. Updated plasma ammonia level since the previous authorization will
be required for subsequent reauthorizations.

Indications All Medically-accepted Indications.

Off Label Uses

33



CERDELGA (eliglustat)

Products Affected
e CERDELGA

PA Criteria

Criteria Details

Exclusion Criteria

Pre-existing cardiac disease, long QT syndrome, coadministration with Class la or Class
[l antiarrhythmics, patients who are extensive or intermediate CYP2D6 metabolizers
taking a strong CYP2D6 inhibitor with a strong or moderate CYP3A inhibitor,
intermediate and poor CYP2D6 metabolizers taking a strong CYP3A inhibitor

Required Medical
Information

Diagnosis of covered use, submission of CYP2D6 metabolizer status as detected by an
FDA-cleared test for determining CYP2D6 genotype, liver function testing or Child-Pugh
score.

Age Restrictions

18 years of age or older

Prescriber
Restrictions

Coverage Duration

1year

Other Criteria PA applies to all. Updated liver function testing or Child-Pugh score since the previous
authorization will be required for subsequent reauthorizations.
Indications All Medically-accepted Indications.

Off Label Uses

34




CGRP INHIBITORS

Products Affected
e AIMOVIG SUBCUTANEOUS SOLUTION AUTO- e EMGALITY (300 MG DOSE)
INJECTOR 140 MG/ML, 70 MG/ML e NURTEC
e AJOVY e UBRELVY
e EMGALITY
PA Criteria Criteria Details

Exclusion Criteria

Required Medical
Information

Diagnosis of covered use. For treatment of migraine headache prevention, submission
of baseline migraine days per month from medical chart, documentation patient has
tried and failed at least two preferred FDA-approved (propranolol, timolol, topiramate,
valproic acid) or compendial alternatives (e.g., amitriptyline, atenolol) for migraine
prophylaxis, at least one alternative if they have contraindications to all other
alternatives, or has contraindications to all alternatives. For Nurtec or Ubrelvy for the
treatment of acute migraine, documentation of prior use of at least one triptan.

Age Restrictions

18 years of age or older

Prescriber
Restrictions

Coverage Duration

Initially 3 months, then 1 year

Other Criteria

PA applies to all. For all drugs in this policy except Ubrelvy for migraine preventive
treatment, submission of on-treatment headache days per month demonstrating
improvement from baseline will be required for initial reauthorization after the first 3
months. Documentation of a clinically relevant response to therapy or maintenance of a
clinical benefit will be required for subsequent reauthorizations. For approval of Nurtec
for migraine headache prevention, the patient must have a diagnosis of episodic
migraine, defined as fewer than 15 headache days per month. For approval of Emgality
for migraine headache prevention, the patient must have tried and failed to have an
adequate response to or had an intolerance to Aimovig and Ajovy. For Ajovy, a
description of how the drug will be used and/or obtained may be required to determine
whether it will be covered under Medicare Part B or Part D. If the medication will be
self-administered after proper training or the provider agrees to have the medication
filled at a pharmacy and delivered to the office by the patient for provider
administration, it may be covered under Part D. If these conditions are not satisfied this
medication may be covered under Part B.

Indications

All Medically-accepted Indications.

Off Label Uses
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CHENODAL (chenodiol)

Products Affected
e CHENODAL
PA Criteria Criteria Details
Exclusion Criteria Pregnancy, known hepatocyte dysfunction, bile duct abnormalities such as intrahepatic
cholestasis, primary biliary cirrhosis, or sclerosing cholangitis, radiopaque stones,
nonvisualizing gallbladder confirmed as nonvisualizing after 2 consecutive single doses
of dye, compelling reasons for gallbladder surgery
Required Medical Diagnosis of covered use.
Information
Age Restrictions 18 years of age or older
Prescriber

Restrictions

Coverage Duration 24 months
Other Criteria PA applies to all.
Indications All Medically-accepted Indications.

Off Label Uses
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CHOLBAM (cholic acid)

Products Affected
e CHOLBAM

PA Criteria

Criteria Details

Exclusion Criteria

Required Medical
Information

Diagnosis of covered use, submission of liver function testing.

Age Restrictions

Prescriber
Restrictions

Restricted to hepatology, gastroenterology, and pediatric gastroenterology

Coverage Duration

Initially 3 months, then 1 year

Other Criteria

PA applies to all. Documentation of liver function improvement without complete biliary
obstruction or persistent clinical or laboratory indications of worsening liver function or
cholestasis will be required for initial reauthorization after the first 3 months. Updated
liver function testing since the previous authorization will be required for subsequent
reauthorizations.

Indications

All Medically-accepted Indications.

Off Label Uses
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COMETRIQ (cabozantinib)

Products Affected
COMETRIQ (100 MG DAILY DOSE) ORAL KIT 80 & 20 ¢ COMETRIQ (60 MG DAILY DOSE)

MG
e COMETRIQ (140 MG DAILY DOSE) ORALKIT 3 X 20
MG & 80 MG
PA Criteria Criteria Details

Exclusion Criteria

Severe hepatic impairment (Child-Pugh class C)

Required Medical
Information

Diagnosis of covered use, submission of pregnancy status for female patients of
childbearing potential.

Age Restrictions

18 years of age or older

Prescriber
Restrictions

Restricted to oncology

Coverage Duration

1year

Other Criteria

PA applies to new starts only.

Indications

All Medically-accepted Indications.

Off Label Uses
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COPIKTRA (duvelisib)

Products Affected
e COPIKTRA ORAL CAPSULE 15 MG, 25 MG

PA Criteria Criteria Details

Exclusion Criteria Coadministration with strong CYP3A inducers

Required Medical Diagnosis of covered use, submission of at least two prior therapies tried and failed,
Information submission of pregnancy status for female patients of childbearing potential, attestation

patient will receive prophylaxis for Pneumocystis jirovecii pneumonia (PJP) and, if
necessary, cytomegalovirus.

Age Restrictions 18 years of age or older

Prescriber Restricted to hematology or oncology
Restrictions

Coverage Duration 1 year
Other Criteria PA applies to new starts only.
Indications All Medically-accepted Indications.

Off Label Uses
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CORLANOR (ivabradine)

Products Affected
e CORLANOR

PA Criteria

Criteria Details

Exclusion Criteria

Acute decompensated heart failure, clinically significant hypotension, clinically
significant bradycardia, severe hepatic impairment, pacemaker dependence (heart rate
maintained exclusively by the pacemaker), or sick sinus syndrome, sinoatrial block, or
3rd degree AV block unless a functioning demand pacemaker is present,
coadministration with strong CYP3A4 inhibitors

Required Medical
Information

Diagnosis of covered use described as is indicated (1) to reduce the risk of
hospitalization for worsening heart failure in patients with stable, symptomatic chronic
heart failure with left ventricular ejection fraction less than or equal to 35%, who are in
sinus rhythm with resting heart rate greater than or equal to 70 beats per minute and
either are on maximally tolerated doses of beta-blockers or have a contraindication to
beta-blocker use or (2) for stable symptomatic heart failure due to dilated
cardiomyopathy in patients who are in sinus rhythm with an elevated heart rate.
Submission of current baseline blood pressure reading, confirmation that patient does
not have any of the following: (1) acute decompensated heart failure, (2) sick sinus
syndrome, sinoatrial block, or 3rd degree AV block, unless a functioning demand
pacemaker is present, (3) resting heart rate less than 60 bpm prior to treatment, (4)
severe hepatic impairment, (5) pacemaker dependence (heart rate maintained
exclusively by the pacemaker). For patients under 18 years old, (1) left ventricular
ejection fraction less than or equal to 45% and (2) resting heart rate greater than or
equal to the following age-stratified requirements: (a) 105 beats per minute in ages 6 to
12 months old, (b) 95 beats per minute in ages 1 to 3 years old, (c) 75 beats per minute
in ages 3 to 5 years old, and (d) 70 beats per minute in ages 5 to 18 years old.

Age Restrictions

Prescriber
Restrictions

Restricted to cardiology

Coverage Duration

1year

Other Criteria PA applies to all. Continuation requires documentation of clinically relevant response to
therapy.
Indications All Medically-accepted Indications.

Off Label Uses

40




CYSTEAMINE EYE DROPS

Products Affected

e CYSTADROPS
e CYSTARAN

PA Criteria Criteria Details

Exclusion Criteria

Required Medical Diagnosis of covered use.
Information

Age Restrictions

Prescriber
Restrictions

Coverage Duration 1year
Other Criteria PA applies to all.
Indications All Medically-accepted Indications.

Off Label Uses
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DALFAMPRIDINE

Products Affected

dalfampridine er

PA Criteria

Criteria Details

Exclusion Criteria

History of seizure, moderate or severe renal impairment (CrCl less than or equal to 50
mL/min)

Required Medical
Information

Diagnosis of covered use, submission of creatinine clearance (or serum creatinine,
actual body weight, and height to calculate estimated creatinine clearance) and
objective measurement of walking speed, confirmation that patient is able to walk.

Age Restrictions

18 years of age or older

Prescriber
Restrictions

Restricted to neurology

Coverage Duration

Initially 3 months, then 1 year

Other Criteria

PA applies to all. Documentation the patient has demonstrated an improvement in
walking speed from baseline measure (or maintenance of improvement if patient has
been on long-term therapy) since starting medication will be required for initial
reauthorization after the first 3 months. Updated creatinine clearance since the
previous authorization and confirmation patient is able to walk will be required for
subsequent annual reauthorizations.

Indications

All Medically-accepted Indications.

Off Label Uses
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DAURISMO (glasdegib)

Products Affected
DAURISMO ORAL TABLET 100 MG, 25 MG

PA Criteria

Criteria Details

Exclusion Criteria

Coadministration with strong CYP3A inducers

Required Medical
Information

Diagnosis of covered use, confirmation patient will also be receiving cytarabine as part
of chemotherapeutic regimen. If patient is under 75 years of age, documentation of
comorbidities that preclude use of intensive induction chemotherapy, pregnancy status
for female patients of childbearing potential.

Age Restrictions

18 years of age or older

Prescriber
Restrictions

Restricted to hematology and oncology

Coverage Duration

1 year

Other Criteria

PA applies to new starts only.

Indications

All Medically-accepted Indications.

Off Label Uses
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DAYVIGO (lemborexant)

Products Affected
DAYVIGO ORAL TABLET 10 MG, 5 MG

PA Criteria

Criteria Details

Exclusion Criteria

Narcolepsy

Required Medical
Information

Diagnosis of covered use. Patient must have tried and failed to tolerate or had an
inadequate response to two covered alternative therapies recommended by the
American Academy of Sleep Medicine (doxepin, eszopiclone, ramelteon, suvorexant,
temazepam, zaleplon, zolpidem) including one non-suvorexant therapy for sleep
maintenance (doxepin, eszopiclone, temazepam) if that is the diagnosis of covered use.

Age Restrictions

PA applies to patients 65 years of age or older. PA does not apply to patients 64 years of
age or younger.

Prescriber
Restrictions

Coverage Duration

1year

Other Criteria

PA applies to new starts only.

Indications

All Medically-accepted Indications.

Off Label Uses
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DEFERASIROX

Products Affected

e deferasirox granules
e deferasirox oral tablet
e deferasirox oral tablet soluble

PA Criteria Criteria Details

Exclusion Criteria Severe hepatic impairment, estimated glomerular filtration rate less than 40 mL per
min, platelet count below 50 x 1079/L, high-risk myelodysplastic syndromes, advanced
malignancies

Required Medical Diagnosis of covered use, submission of CBC, LFTs, serum creatinine, ferritin, and urine
Information protein values, estimated glomerular filtration rate, documentation that member has
had yearly ophthalmic and auditory testing.

Age Restrictions 2 years of age or older

Prescriber
Restrictions

Coverage Duration 3 months

Other Criteria PA applies to all. Updated ferritin level within last 3 months and updated CBC, LFT, urine
protein value, estimated glomerular filtration rate, and ophthalmic and auditory testing
since the previous authorization will be required for subsequent reauthorizations.

Indications All Medically-accepted Indications.

Off Label Uses
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DEFERIPRONE

Products Affected

e deferiprone
e FERRIPROX ORAL SOLUTION
e FERRIPROX ORAL TABLET 1000 MG

PA Criteria Criteria Details

Exclusion Criteria

Required Medical Diagnosis of covered use, submission of serum ferritin levels, CBC, ANC, platelet count,
Information and serum ALT.

Age Restrictions

Prescriber
Restrictions

Coverage Duration 1year
Other Criteria PA applies to new starts only.
Indications All Medically-accepted Indications.

Off Label Uses
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DIACOMIT (stiripentol)

Products Affected

e DIACOMIT
PA Criteria Criteria Details
Exclusion Criteria Moderate or severe renal impairment, moderate or severe hepatic impairment
Required Medical Diagnosis of covered use, confirmation patient is also receiving clobazam.
Information
Age Restrictions 2 years of age or older
Prescriber Restricted to neurology

Restrictions

Coverage Duration 1vyear

Other Criteria PA applies to new starts only. Monotherapy requests for Dravet syndrome will not be
approved as there are no clinical data to support using stiripentol in this manner.

Indications All Medically-accepted Indications.

Off Label Uses
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DICLOFENAC 1% GEL

Products Affected
diclofenac sodium external gel

PA Criteria

Criteria Details

Exclusion Criteria

Use during the peri-operative period in the setting of coronary artery bypass graft
(CABG) surgery

Required Medical
Information

Diagnosis of covered use defined as the relief of pain of osteoarthritis of joints
amenable to topical treatment, such as the knees and hands.

Age Restrictions

18 years of age or older

Prescriber
Restrictions

Coverage Duration

1year

Other Criteria PA applies to all. Not evaluated for use on joints of the spine, hip, or shoulder and
therefore requests for use on these areas will not be approved.
Indications All FDA-approved Indications.

Off Label Uses
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DICLOFENAC 1.5% TOPICAL SOLUTION

Products Affected
e diclofenac sodium external solution

PA Criteria Criteria Details

Exclusion Criteria Use during the peri-operative period in the setting of coronary artery bypass graft
(CABG) surgery

Required Medical Diagnosis of covered use defined as the relief of pain of osteoarthritis of the knees.
Information

Age Restrictions 18 years of age or older

Prescriber

Restrictions

Coverage Duration 1 year

Other Criteria PA applies to all. FDA-approved only for use on knee joints and therefore requests for
other uses will not be approved.

Indications All FDA-approved Indications.

Off Label Uses
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DICLOFENAC 3% GEL

Products Affected

e diclofenac sodium external gel

PA Criteria

Criteria Details

Exclusion Criteria

Required Medical
Information

Diagnosis of covered use.

Age Restrictions

18 years of age or older

Prescriber
Restrictions

Restricted to dermatology

Coverage Duration

90 days

Other Criteria

PA applies to all.

Indications

All Medically-accepted Indications.

Off Label Uses
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DICLOFENAC PATCH

Products Affected
e diclofenac epolamine external

PA Criteria Criteria Details

Exclusion Criteria Treatment of peri-operative pain in the setting of coronary artery bypass graft (CABG)
surgery, use on non-intact or damaged skin resulting from any etiology including
exudative dermatitis, eczema, infection lesions, burns, or wounds, pregnancy after 30
weeks gestation

Required Medical Diagnosis of covered use.
Information

Age Restrictions

Prescriber
Restrictions

Coverage Duration 3 months

Other Criteria PA applies to all. Product is approved for acute pain, defined as short-term pain not
lasting longer than a 3-month period.

Indications All FDA-approved Indications.

Off Label Uses

52



DIFICID (fidaxomicin)

Products Affected
e DIFICID

PA Criteria

Criteria Details

Exclusion Criteria

Required Medical
Information

Diagnosis of covered use.

Age Restrictions

Prescriber
Restrictions

Coverage Duration

10 days

Other Criteria

PA applies to all.

Indications

All Medically-accepted Indications.

Off Label Uses
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DIGOXIN IN OLDER PATIENTS

Products Affected

e digitek oral tablet 250 mcg
e digox oral tablet 250 mcg
e digoxin oral tablet 250 mcg

PA Criteria

Criteria Details

Exclusion Criteria

Required Medical
Information

Diagnosis of covered use, submission of creatinine clearance (or serum creatinine,
actual body weight, and height to calculate estimated creatinine clearance) with result
greater than or equal to 30 mL/min. Patient must have tried and failed to respond
adequately to 0.125 mg of digoxin.

Age Restrictions

PA applies to patients 65 years of age or older. PA does not apply to patients 64 years of
age or younger.

Prescriber
Restrictions

PA not required for cardiology

Coverage Duration

1 year

Other Criteria PA applies to all except cardiology. PA not required for doses less than or equal to 0.125
mg per day. Updated creatinine clearance since the previous authorization will be
required for subsequent annual reauthorizations.

Indications All Medically-accepted Indications.

Off Label Uses
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DOPTELET (avatrombopag)

Products Affected

e DOPTELET ORAL TABLET 20 MG

PA Criteria

Criteria Details

Exclusion Criteria

Required Medical
Information

Diagnosis of covered use. For immune thrombocytopenia, submission of prior therapies
tried and failed.

Age Restrictions

18 years of age or older

Prescriber
Restrictions

Restricted to gastroenterology, hematology, hepatology, and surgery

Coverage Duration

5 days for undergoing a procedure or 1 year for immune thrombocytopenia

Other Criteria

PA applies to all. This medication should not be administered to patients with chronic
liver disease not scheduled to undergo a procedure in an attempt to normalize platelet
counts and will not be approved for this indication.

Indications

All Medically-accepted Indications.

Off Label Uses
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DRONABINOL

Products Affected

e dronabinol
¢ SYNDROS

PA Criteria

Criteria Details

Exclusion Criteria

Required Medical
Information

Diagnosis of covered use. If authorization is requested for treatment of nausea and
vomiting associated with cancer therapy, documentation of previous conventional
antiemetic therapies utilized is required.

Age Restrictions

18 years of age or older

Prescriber
Restrictions

Coverage Duration

1year

Other Criteria

PA applies to all. If the medication is being administered related to cancer treatment
and is a full replacement for intravenous administration of antiemetic therapy within 48
hours of cancer treatment, it is covered as a Part B benefit. To be eligible for Part B
coverage, the prescribing physician must indicate this on the prescription. If the
medication is being requested for the use of anorexia associated with weight loss in
patients with AIDS, approval may be covered under Part D.

Indications

All Medically-accepted Indications.

Off Label Uses
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DROXIDOPA

Products Affected
e droxidopa

PA Criteria Criteria Details

Exclusion Criteria

Required Medical Diagnosis of covered use.
Information

Age Restrictions 18 years of age or older
Prescriber

Restrictions

Coverage Duration 1vyear
Other Criteria PA applies to all.
Indications All Medically-accepted Indications.

Off Label Uses
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DUOBRII (halobetasol/tazarotene)

Products Affected
e DUOBRII
PA Criteria Criteria Details
Exclusion Criteria Pregnancy
Required Medical Diagnosis of covered use, pregnancy status for female patients of childbearing potential,
Information documentation patient tried and failed augmented betamethasone dipropionate,
clobetasol, fluocinonide 0.1%, halobetasol, or another Class | ultra-high potency topical
steroid.
Age Restrictions 18 years of age or older
Prescriber Restricted to dermatology
Restrictions
Coverage Duration 1 year
Other Criteria PA applies to all.
Indications All Medically-accepted Indications.
Off Label Uses
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DUOPA (carbidopa/levodopa enteral suspension)

Products Affected
e DUOPA ENTERAL

PA Criteria Criteria Details

Exclusion Criteria Administration of non-selective monoamine oxidase inhibitors within 14 days of
initiation

Required Medical Diagnosis of covered use, confirmation patient has a naso-jejunal tube for short-term

Information administration or a PEG-J for long-term administration.

Age Restrictions 18 years of age or older

Prescriber Restricted to neurology

Restrictions

Coverage Duration 1 year
Other Criteria PA applies to all.
Indications All Medically-accepted Indications.

Off Label Uses
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DUPIXENT (dupilumab)

Products Affected
e DUPIXENT

PA Criteria Criteria Details

Exclusion Criteria

Required Medical Diagnosis of covered use. For atopic dermatitis, documentation of treatment with at
Information least a moderate strength topical corticosteroid for at least four weeks, a
contraindication to the use of topical corticosteroids, or therapy is not otherwise
advisable. For moderate-to-severe asthma, either (1) submission of blood eosinophil
count of at least 150 cells/mcL obtained within 6 weeks of therapy initiation or (2)
documentation asthma requires daily oral corticosteroid for control. For chronic
rhinosinusitis with nasal polyposis, documentation of treatment with an intranasal
corticosteroid for at least three months, a contraindication to the use of intranasal
corticosteroids, or therapy is not otherwise advisable.

Age Restrictions

Prescriber Restricted to allergy, dermatology, immunology, otolaryngology/otorhinolaryngology,
Restrictions and pulmonology

Coverage Duration Initially 6 months, then 1 year

Other Criteria PA applies to all. Continuation requires documentation of a positive response to

therapy. A description of how the drug will be used and/or obtained may be required to
determine whether it will be covered under Medicare Part B or Part D. If the medication
will be self-administered after proper training or the provider agrees to have the
medication filled at a pharmacy and delivered to the office by the patient for provider
administration, it may be covered under Part D. If these conditions are not satisfied this
medication may be covered under Part B.

Indications All Medically-accepted Indications.

Off Label Uses
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EGRIFTA SV (tesamorelin)

Products Affected
e EGRIFTASV

PA Criteria

Criteria Details

Exclusion Criteria

Pregnancy, active malignancy, disruption of HPA axis due to hypophysectomy,
hypopituitarism, pituitary tumor/surgery, head irradiation, or head trauma, use for
weight loss

Required Medical
Information

Diagnosis of covered use. Submission of pregnancy status for female patients of
childbearing potential.

Age Restrictions

18 years of age or older

Prescriber
Restrictions

Coverage Duration

1 year

Other Criteria PA applies to all. Continuation of therapy requests require confirmation that the patient
has demonstrated a clinical improvement (or maintenance of improvement once
achieved) from baseline.

Indications All Medically-accepted Indications.

Off Label Uses
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EMFLAZA (deflazacort)

Products Affected
e EMFLAZA
PA Criteria Criteria Details
Exclusion Criteria Coadministration with moderate or strong CYP3A inducers
Required Medical Diagnosis of covered use, documentation of treatment failure with or intolerance to
Information prednisone.
Age Restrictions 2 years of age or older
Prescriber

Restrictions

Coverage Duration 1vyear
Other Criteria PA applies to all.
Indications All Medically-accepted Indications.

Off Label Uses
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EMPAVELI (pegcetacoplan)

Products Affected
e EMPAVELI

PA Criteria Criteria Details

Exclusion Criteria

Required Medical Diagnosis of covered use confirmed by high-sensitivity flow cytometry, proof of
Information vaccination against Streptococcus pneumoniae, Neisseria meningitidis, and
Haemophilus influenzae type B or 2 weeks of antibacterial drug prophylaxis if the
vaccines were administered within the last 2 weeks and therapy is required
immediately, submission of lactate dehydrogenase level.

Age Restrictions 18 years of age or older

Prescriber Restricted to hematology, immunology, and nephrology
Restrictions

Coverage Duration 1 year

Other Criteria Because this medication is delivered subcutaneously through an infusion pump, it
covered as a Part B benefit except for enrollees residing in a long-term care facility. PA
applies to all when covered as a Part D benefit.

Indications All Medically-accepted Indications.

Off Label Uses
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EMSAM (selegiline transdermal)

Products Affected
e EMSAM

PA Criteria

Criteria Details

Exclusion Criteria

Pheochromocytoma, coadministration with carbamazepine or serotonergic drugs

Required Medical
Information

Diagnosis of covered use.

Age Restrictions

18 years of age or older

Prescriber
Restrictions

Coverage Duration

1year

Other Criteria

PA applies to new starts only.

Indications

All Medically-accepted Indications.

Off Label Uses
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ENDOTHELIN RECEPTOR ANTAGONISTS

Products Affected

ambrisentan
bosentan
OPSUMIT

TRACLEER ORAL TABLET SOLUBLE

PA Criteria

Criteria Details

Exclusion Criteria

Pregnancy. For ambrisentan, idiopathic pulmonary fibrosis and moderate or severe
hepatic impairment.

Required Medical
Information

Diagnosis of covered use, pregnancy status for female patients of childbearing potential,
submission of baseline AST, ALT, and bilirubin. For ambrisentan and Opsumit,
submission of baseline hemoglobin level.

Age Restrictions

For ambrisentan and Opsumit, 18 years of age or older. For bosentan, 3 years of age or
older.

Prescriber
Restrictions

Restricted to cardiology and pulmonology

Coverage Duration

1 year

Other Criteria

PA applies to new starts only.

Indications

All Medically-accepted Indications.

Off Label Uses
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ENSPRYNG (satralizumab-mwge)

Products Affected
e ENSPRYNG

PA Criteria

Criteria Details

Exclusion Criteria

Active hepatitis B infection, active or untreated latent tuberculosis (TB)

Required Medical
Information

Diagnosis of covered use, submission of confirmation patient has anti-aquaporin-4
(AQP4) antibody-positive NMOSD, submission of baseline latent TB screening test

(Mantoux tuberculin skin test [a.k.a. PPD test] or interferon-gamma release assay

[IGRA]), attestation patient does not have any active infection.

Age Restrictions

18 years of age or older

Prescriber
Restrictions

Restricted to neurology and ophthalmology

Coverage Duration

1 year

Other Criteria

PA applies to all.

Indications

All Medically-accepted Indications.

Off Label Uses
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EPIDIOLEX (cannabidiol)

Products Affected
e EPIDIOLEX

PA Criteria

Criteria Details

Exclusion Criteria

Required Medical
Information

Diagnosis of covered use.

Age Restrictions

1 year of age or older

Prescriber
Restrictions

Restricted to neurology

Coverage Duration

1year

Other Criteria

PA applies to new starts only.

Indications

All Medically-accepted Indications.

Off Label Uses
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ERIVEDGE (vismodegib)

Products Affected
e ERIVEDGE

PA Criteria

Criteria Details

Exclusion Criteria

Required Medical
Information

Diagnosis of covered use, pregnancy status for female patients of childbearing potential.

Age Restrictions

18 years of age or older

Prescriber
Restrictions

Restricted to oncology

Coverage Duration

1year

Other Criteria

PA applies to new starts only.

Indications

All Medically-accepted Indications.

Off Label Uses
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ERLOTINIB

Products Affected
e erlotinib hcl

PA Criteria

Criteria Details

Exclusion Criteria

Required Medical
Information

Diagnosis of covered use. For non-small cell lung cancer, submission of FDA-approved
test confirming presence of EGFR exon 19 deletion or exon 21 L858R substitution
mutation and prior treatments used.

Age Restrictions

18 years of age or older

Prescriber
Restrictions

Restricted to oncology

Coverage Duration

1year

Other Criteria

PA applies to new starts only.

Indications

All Medically-accepted Indications.

Off Label Uses
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ESBRIET (pirfenidone)

Products Affected

e ESBRIET
PA Criteria Criteria Details
Exclusion Criteria End-stage renal disease on dialysis, severe (Child-Pugh class C) hepatic impairment
Required Medical Diagnosis of covered use, submission of liver function tests or Child-Pugh status.
Information
Age Restrictions 18 years of age or older
Prescriber Restricted to pulmonology

Restrictions

Coverage Duration 1vyear

Other Criteria PA applies to all. Updated liver function testing or Child-Pugh score since the previous
authorization will be required for subsequent reauthorizations.

Indications All Medically-accepted Indications.

Off Label Uses
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EVEROLIMUS

Products Affected

e AFINITOR DISPERZ

e AFINITOR ORAL TABLET 10 MG
e everolimus oral tablet 2.5 mg, 5 mg, 7.5 mg

PA Criteria

Criteria Details

Exclusion Criteria

Coadministration with dual strong CYP3A4/P-glycoprotein inhibitors

Required Medical
Information

Diagnosis of covered use and submission of pregnancy status for female patients of
childbearing potential. For renal cell carcinoma, documented prior use of sunitinib or
sorafenib. For postmenopausal women with advanced hormone receptor-positive, HER-
2 negative breast cancer, documentation of treatment failure with letrozole or
anastrozole and confirmation drug is being used in combination with exemestane.

Age Restrictions

1 year of age or older

Prescriber
Restrictions

Restricted to neurology and oncology

Coverage Duration

1 year

Other Criteria

PA applies to new starts only.

Indications

All Medically-accepted Indications.

Off Label Uses
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EVRYSDI (risdiplam)

Products Affected
e EVRYSDI

PA Criteria

Criteria Details

Exclusion Criteria

Required Medical
Information

Diagnosis of covered use confirmed by genetic testing including either (a) homozygous
deletion of SMIN1 exon 7 or (b) compound heterozygosity for SMN1 exon 7 deletion and
small mutation, documentation of two or more copies of the SMN2 gene by genetic
testing, submission of pregnancy status for female patients of childbearing potential.

Age Restrictions

Prescriber
Restrictions

Restricted to neurology

Coverage Duration

Initially 6 months, then 1 year

Other Criteria PA applies to all. Maintenance of or improvement in any motor score or function
compared to baseline will be required for reauthorization.
Indications All Medically-accepted Indications.

Off Label Uses
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FARYDAK (panobinostat)

Products Affected
e FARYDAK

PA Criteria

Criteria Details

Exclusion Criteria

Severe hepatic impairment, recent myocardial infarction or unstable angina,
coadministration with strong CYP3A4 inducers, antiarrhythmic drugs, or drugs that
prolong the QT interval

Required Medical
Information

Diagnosis of covered use, documentation that the patient has received at least 2 prior
regimens including bortezomib and an immunomodulatory agent, submission of
baseline ECG documenting QTcF is less than 450 msec prior to initiation, submission of
baseline serum electrolytes including potassium and magnesium, submission of baseline
CBC documenting platelet count is at least 100 x 1029/L and absolute neutrophil count
is at least 1.5 x 1079/L, submission of baseline liver function tests including AST, ALT,
and total bilirubin. For multiple myeloma, confirmation drug will be given with
dexamethasone and bortezomib.

Age Restrictions

18 years of age or older

Prescriber
Restrictions

Restricted to hematology and oncology

Coverage Duration

Initially 8 cycles. An additional 8 cycles if clinical benefit seen.

Other Criteria PA applies to new starts only. An additional 8 cycles may be approved only if there is an
absence of unresolved severe or medically significant toxicity.
Indications All Medically-accepted Indications.

Off Label Uses
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FENTANYL TRANSMUCOSAL

Products Affected
e fentanyl citrate buccal

PA Criteria Criteria Details

Exclusion Criteria Patients not tolerant to the effects of a chronic opioid, treatment of acute or
postoperative pain including headache, migraines, or dental pain

Required Medical Diagnosis of covered use, verified claim or documentation of patient's morphine
Information milligram equivalent opioid dose.

Age Restrictions For the buccal tablet, 18 years of age or older. For the lozenge, 16 years of age or older.
Prescriber PA not required for oncology

Restrictions

Coverage Duration 1 year
Other Criteria PA applies to all except oncology.
Indications All Medically-accepted Indications.

Off Label Uses
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FINTEPLA (fenfluramine)

Products Affected
e FINTEPLA
PA Criteria Criteria Details
Exclusion Criteria Hepatic impairment, moderate or severe renal impairment, administration of
monoamine oxidase inhibitors within 14 days of initiation
Required Medical Diagnosis of covered use, submission of creatinine clearance (or serum creatinine,
Information actual body weight, and height to calculate estimated creatinine clearance) and liver
function testing or Child-Pugh score.
Age Restrictions 2 years of age or older
Prescriber Restricted to neurology

Restrictions

Coverage Duration 1 year
Other Criteria PA applies to new starts only.
Indications All Medically-accepted Indications.

Off Label Uses
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FIRDAPSE (amifampridine)

Products Affected

e FIRDAPSE
PA Criteria Criteria Details
Exclusion Criteria History of seizure
Required Medical Diagnosis of covered use.
Information
Age Restrictions 18 years of age or older
Prescriber Restricted to neurology

Restrictions

Coverage Duration 1vyear
Other Criteria PA applies to all.
Indications All Medically-accepted Indications.

Off Label Uses
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FIRST-GENERATION ANTIHISTAMINES IN OLDER

PATIENTS

Products Affected

e carbinoxamine maleate oral solution e diphenhydramine hcl oral elixir
e carbinoxamine maleate oral tablet 4 mg e hydroxyzine hcl oral tablet

e clemastine fumarate oral tablet 2.68 mg e hydroxyzine pamoate oral

e cyproheptadine hcl oral

PA Criteria

Criteria Details

Exclusion Criteria

Required Medical
Information

Diagnosis of covered use. For carbinoxamine or cyproheptadine for dermatographism,
documentation patient tried and had an inadequate response to a second-generation
antihistamine. For hydroxyzine for pruritus, documentation patient tried and had an
inadequate response to a second-generation antihistamine. For hydroxyzine for anxiety,
documentation patient has tried and had an inadequate response to at least 2 other
FDA-approved products for the management of anxiety OR documentation medication
is being used as a sedative before and after general anesthesia.

Age Restrictions

PA applies to patients 65 years of age or older. PA does not apply to patients 64 years of
age or younger.

Prescriber
Restrictions

Coverage Duration

1year

Other Criteria

PA applies to all. First-generation antihistamines are anticholinergic medications
considered high-risk in older patients due to risks of confusion, dry mouth, constipation,
and decreased clearance with advanced age.

Indications

All Medically-accepted Indications.

Off Label Uses
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FOTIVDA (tivozanib)

Products Affected
e FOTIVDA

PA Criteria

Criteria Details

Exclusion Criteria

Uncontrolled hypertension, severe hepatic impairment, coadministration with strong
CYP3A inducers

Required Medical
Information

Diagnosis of covered use, submission of previous systemic therapies used to treat renal
cell carcinoma including the failure of at least one prior VEGFR inhibitor, pregnancy
status for female patients of childbearing potential, confirmation patient has not had
episodes of symptomatic heart failure or unstable angina, a myocardial infarction, an
arterial thrombotic event, or a significant bleeding event in the 6 months preceding the
prior authorization request.

Age Restrictions

18 years of age or older

Prescriber
Restrictions

Restricted to oncology

Coverage Duration

1year

Other Criteria

PA applies to new starts only.

Indications

All Medically-accepted Indications.

Off Label Uses
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FUMARATES FOR MULTIPLE SCLEROSIS

Products Affected

e BAFIERTAM
e VUMERITY

PA Criteria

Criteria Details

Exclusion Criteria

Hypersensitivity to dimethyl fumarate, coadministration with another fumarate. For
Vumerity, moderate or severe renal impairment.

Required Medical
Information

Diagnosis of covered use. For Vumerity, submission of creatinine clearance (or serum
creatinine, actual body weight, and height to calculate estimated creatinine clearance).

Age Restrictions

18 years of age or older

Prescriber
Restrictions

Restricted to neurology

Coverage Duration

1year

Other Criteria

PA applies to all. For approval of Bafiertam or Vumerity, the patient must have tried and
failed to have an adequate response to or had an intolerance to dimethyl fumarate.
Updated creatinine clearance since the previous authorization will be required for
subsequent annual reauthorizations of Vumerity.

Indications

All Medically-accepted Indications.

Off Label Uses
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GALAFOLD (migalastat)

Products Affected
e GALAFOLD
PA Criteria Criteria Details
Exclusion Criteria Severe renal impairment (eGFR less than 30 mL/min/1.73 m2) or end-stage renal
disease requiring dialysis
Required Medical Diagnosis of covered use, documentation that the patient has an amenable
Information galactosidase alpha gene variant (see section 12.1, table 2 of package insert for full list)
based on in vitro assay data as interpreted by a clinical genetics professional.
Age Restrictions 16 years of age or older
Prescriber

Restrictions

Coverage Duration 1 year
Other Criteria PA applies to new st