Kentuckiy™ M MagellanRx

UNBRIDLED SPIRIT

Commissioner for the Department for Medicaid Services
Selections for Preferred Products

This is a summary of the final Preferred Drug List (PDL) selections made by the Commissioner of
the Department for Medicaid Services (DMS) based on the Drug Review and Options for
Consideration document prepared for the Pharmacy and Therapeutics (P&T) Advisory
Committee’s review on May 21, 2020, and the resulting official recommendations.

New Products to Market

Aklief® — Non-prefer in the PDL class: Topical Acne Agents

Length of Authorization: 1 year

e Aklief® (trifarotene) is a retinoid indicated for the topical treatment of acne vulgaris in patients
9 years of age and older.

Criteria for Approval:

¢ Diagnosis of acne vulgaris; AND

e Trial and failure of, or contraindication to, all preferred agents.
Age Limit: > 9 years

Drug Class Preferred Agents Non-Preferred Agents

Topical Acne Agents  dapalene gel (except pump) Acanya™
clindamycin solution Aczone™
clindamycin/benzoyl peroxide (generic for adapalene cream, gel pump, solution,
BenzaClin® or Duac®; excluding pumps) swab
erythromycin solution adapalene/benzoyl peroxide
Retin-A® cream, gel Aklief’
Altreno™
Atralin™
Avar™/Avar E™/Avar E LS™/Avar LS™
Avita®
BenzaClin®
Benzamycin®
BenzePro™

benzoyl peroxide cleanser, kit,
microspheres, gel, foam, medicated
pad, towlette

BP 10-1°®

BPO®/BPO-5%/BP0O-10®

BP Wash™

Brevoxyl!®

Cleocin-T®

Clindacin PAC™

Clindagel®

AE — Age Edit; CC — Clinical Criteria; MD — Medications with Maximum Duration; QL — Quantity Limit; ST — Step Therapy
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clindamycin gel, foam, lotion,
medicated swab
clindamycin/benzoyl peroxide gel
pump

clindamycin/tretinoin

dapsone gel

DermaPak Plus Kit

Differin®

Duac®

Effaclar Duo®

Epiduo™/Epiduo Forte™

Erygel®

Erythromycin gel, medicated swab
erythromycin/benzoyl peroxide
Fabior®

Inova™/Inova™ 4-1/Inova™ 8-2
Klaron®

Neuac®

Pacnex®

Panoxyl!®

Persa-Gel®

Plixda™

PR benzoyl peroxide

0cs®

Onexton™

Ovace®/Ovace Plus®

Retin-A Micro®

Rosula®

sodium sulfacetamide 10% CLNSG
sodium sulfacetamide/sulfur 10-4%
pad

sodium sulfacetamide/sulfur cleanser
sodium sulfacetamide/sulfur/urea
5SS 10-5°

sulfacetamide cleanser
sulfacetamide/urea

Sumadan™

Sumadan™ XLT

Sumaxin®

Tazorac®

tazarotene

Tretin-X™

tretinoin

tretinoin microsphere
Vanoxide-HC®

Ziana™

AE - Age Edit; CC - Clinical Criteria; MD — Medications with Maximum Duration; QL — Quantity Limit; ST — Step Therapy

Page 2 | © 2020, Magellan Medicaid Administration, a Magellan Rx Management company



Kentuckiy™ MagellanRx

MANAGEMENT.,

Nayzilam®— Non-prefer in the PDL class: Anticonvulsants: First Generation

Length of Authorization: 1 year

e Nayzilam® (midazolam) nasal spray, a benzodiazepine, is indicated for the acute treatment of
intermittent, stereotypic episodes of frequent seizure activity (e.g., seizure clusters, acute
repetitive seizures) that are distinct from a patient’s usual seizure pattern in patients > 12
years old with epilepsy.

Criteria for Approval:

o Prescribed by, or in consultation with, a neurologist or epilepsy specialist; AND

e Diagnosis of intermittent, stereotypic episodes of frequent seizure activity; AND

o Patient is on a stable antiepileptic drug regimen; AND

o Prescriber attestation that patient or caregiver has been counseled on proper identification of a
seizure cluster; AND

o Prescriber attestation that patient or caregiver has been counseled on proper administration
and when to seek emergency medical treatment.

Renewal Criteria

e Prescriber attestation of efficacy (e.g., decreased length of seizure episodes).

Age Limit: > 12 years

Quantity Limit: 5 boxes (10 nasal spray units)/30 days

Non-Preferred Agents

Drug Class Preferred Agents

Anticonvulsants: First  Celontin® clonazepam ODT

Generation clobazam @ Depakene®
clonazepam tablets & Depakote®
diazepam rectal gel & Depakote ER®
divalproex delayed-release Depakote® Sprinkle
divalproex sodium ER DiaStat® ¢
divalproex sprinkle Dilantin®
ethosuximide Felbatol®

felbamate Klonopin® @
Peganone® Mysoline®
phenobarbital « Onfi™a
phenytoin IR/ER Nayzilam® 6 at
primidone < Phenytek®

valproate Sympazan™ < &
valproic acid Valtoco®
Zarontin®

AE — Age Edit; CC - Clinical Criteria; MD — Medications with Maximum Duration; QL — Quantity Limit; ST — Step Therapy
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Nurtec™ ODT

Prefer with clinical criteria in the PDL class: Anti-Migraine: CGRP Inhibitors

Length of Authorization: 1 year

e Nurtec™ ODT (rimegepant) is a calcitonin gene-related peptide (CGRP) receptor antagonist
indicated for the acute treatment of migraine with or without aura in adults. It is not indicated
for the preventive treatment of migraine.

Criteria for Approval:

e Diagnosis of migraine, with or without aura; AND

e Trial and failure, or contraindication to, 2 triptans.

Renewal Criteria:

e Attestation or documentation of resolution in headache pain or reduction in headache severity,
as assessed by prescriber.

Age Limit: > 18 years

Quantity Limit: 8 tablets (1 package) per 30 days

Reyvow™

Non-prefer in the PDL class: Anti-Migraine: 5-HT1 Receptor Agonists

Length of Authorization: 1 year

e Reyvow™ (lasmiditan) is a serotonin 5-HT:r receptor agonist indicated for the acute treatment of
migraine with or without aura in adults.

Criteria for Approval:

e Diagnosis of migraine, with or without aura; AND

e NOT have severe hepatic impairment (Child-Pugh C); AND

e Trial and failure of at least one of the following: NSAID, non-opioid analgesic, acetaminophen OR
caffeinated analgesic combination; AND

e Trial and failure, or contraindication to, > 2 triptans; AND

e Prescriber attests patient has been educated about need to refrain from driving or operating
machinery for > 8 hours after dose.

Renewal Criteria:

e Attestation or documentation of resolution in headache pain or reduction in headache severity, as
assessed by prescriber.

Age Limit: > 18 years

Quantity Limit: 8 tablets (1 package) per 30 days

Ubrelvy™
Non-prefer in the PDL class: Anti-Migraine: CGRP Inhibitors
Length of Authorization: 1 year

e Ubrelvy™ (ubrogepant) is a calcitonin gene-related peptide (CGRP) receptor antagonist indicated
for the acute treatment of migraine with or without aura in adults. It is not indicated for the
preventive treatment of migraine.

Criteria for Approval:

AE - Age Edit; CC - Clinical Criteria; MD — Medications with Maximum Duration; QL — Quantity Limit; ST — Step Therapy
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¢ Diagnosis of migraine, with or without aura; AND
e NOT have end-stage renal disease (creatinine clearance [CrCl] < 15 mI/min); AND

e Trial and failure of at least one preferred calcitonin gene-related peptide (CGRP) inhibitor used for
migraine treatment (e.g., Nurtec ODT).

Renewal Criteria:

e Attestation or documentation of resolution in headache pain or reduction in headache severity, as
assessed by prescriber.

Age Limit: > 18 years

Quantity Limit: 10 tablets (1 package) per 30 days

Drug Class Preferred Agents Non-Preferred Agents

Anti-Migraine: 5-HT1 rizatriptan @ almotriptan @
Receptor Agonists rizatriptan ODT % Amerge®
sumatriptan nasal spray, syringe, tablet, vial Axert® @
Cambia™

eletriptan &

Frova™ @

frovatriptan ¢

Imitrex® %

Maxalt®

Maxalt-MLT® &
naratriptan &

Onzetra™ XSail™
Relpax™

Reyvow™ ¢¢ @
sumatriptan kit
sumatriptan/naproxen ¢
Treximet™ &

Tosymra ™

Zembrace™ SymTouch™ &
zolmitriptan @
zolmitriptan ODT%
Zomig®

Zomig-ZMT® &

Anti-Migraine: CGRP Emgality™ 120 mg/mL <© & Aimovig™ &
Inhibitors Nurtec™ ODT ¢ @ Ajovy™ &
Emgality™ 100 mg/mL €@

™ CC QL

Ubrelvy

AE — Age Edit; CC - Clinical Criteria; MD — Medications with Maximum Duration; QL — Quantity Limit; ST — Step Therapy

© 2020, Magellan Medicaid Administration, a Magellan Rx Management company l Page 5



Kentuckiy™ Magellan Rx

MANAGEMENT..

Nourianz™— Non-prefer in the PDL class: Parkinson’s Disease

Length of Authorization: 1 year

e Nourianz™ (istradefylline) is an adenosine A2A receptor antagonist approved as adjunctive
treatment to levodopa/carbidopa (LD/CD) in adults with Parkinson’s disease (PD) experiencing
“off” episodes.

Criteria for Approval:

e Diagnosis of Parkinson’s disease (PD); AND

e Receiving PD therapy with carbidopa/levodopa; AND

¢ Experiencing “off” episodes with carbidopa/levodopa; AND

Trial and failure of at least 2 adjunctive therapies, such as:

o Dopamine agonists (e.g., pramipexole, ropinirole);

o Monoamine oxidase-B inhibitors (e.g., selegiline)

o Catechol-O-methyltransferase inhibitors (e.g., entacapone); AND

NONE of the following contraindications:

o Severe hepatic impairment (Child-Pugh C); OR

o End-stage renal disease, including dialysis; OR

o Pregnant; OR

o Major psychiatric disorder.

Renewal Criteria:

e Patient has clinically meaningful response to treatment (e.g., patient shows a reductions in
time of “off” episodes.)

Age Limit: > 18 years

Quantity Limit: 1 per day

Drug Class Preferred Agents Non-Preferred Agents

Parkinson’s Disease amantadine Azilect®
benztropine carbidopa
Comtan® Duopa™
levodopa/carbidopa entacapone
levodopa/carbidopa CR Gocovri™
levodopa/carbidopa ODT Inbrija™
selegiline levodopa/carbidopa/entacaone
trihexyphenidyl Lodosyn®

Nourianz™ @
Osmolex™ ER
rasagiline
Rytary™
Sinemet®
Sinemet® CR
Stalevo®
Tasmar®
tolcapone
Xadago® G aL
Zelapar™

AE - Age Edit; CC - Clinical Criteria; MD — Medications with Maximum Duration; QL — Quantity Limit; ST — Step Therapy
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Wakix® — Non-prefer in the PDL class: Narcolepsy Agents
Length of Authorization: 1 year

Wakix® (pitolisant) a histamine-3 (H3) receptor antagonist/inverse agonist, is indicated for the
treatment of excessive daytime sleepiness (EDS) in adult patients with narcolepsy.

Criteria for Approval:

Diagnosis of excessive daytime sleepiness associated with narcolepsy; AND

Prescriber is a neurologist, sleep medicine, or other specialist in the treatment of narcolepsy;
AND

Documentation of a multiple sleep latency test (MSLT) confirming narcolepsy; AND

Trial and failure/intolerance of, contraindication to, a preferred agent (e.g., modafanil); trial
can be waived if member has a history of substance abuse.

Age Limit: > 18 years

Quantity Limit: 2 per day

Drug Class Preferred Agents Non-Preferred Agents

Narcolepsy Agents modafinil €~ & armodafinil &

Nuvigil®
Provigil® %
Sunosi™ ¢ @

Xyrem® &
Wakix® < 2

Full Class Reviews

Narcotics: Short-Acting

Class Selection & Guidelines

DMS to select preferred agent(s) based on economic evaluation; however, at least 6 unique
chemical entities should be preferred.

Agents not selected as preferred will be considered non-preferred and require PA.

For any new chemical entity in the Narcotics® Short-Acting class, require PA until reviewed by
the P&T Advisory Committee.

Drug Class Preferred Agents Non-Preferred Agents

Narcotics: Short- butalbital/APAP/caffeine < Apadaz™ VP at

Acting codeine/APAP ¢ Mb.Qt Ascomp® with codeine
hydrocodone/APAP ¢ MP. At benzhydrocodone/APAP MP: A
hydrocodone/ibuprofen €& Mp. - butalbital/APAP/caffeine/codeine ¢
hydromorphone tablets <& Mp. butalbital compound/codeine ¢ %

AE — Age Edit; CC - Clinical Criteria; MD — Medications with Maximum Duration; QL — Quantity Limit; ST — Step Therapy
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Drug Class Preferred Agents

morphine concentrate, solution, tablets ¢

MD, QL

oxycodone solution, tablets
oxycodone/APAP <& Mb,at
tramadol <= MP.

CC, MD, QL

MagellanRx

MANAGEMENT..

Non-Preferred Agents

Capital® with codeine MP &

carisoprodol compound > @

codeine V> @

Demerol™ MP. at

dihydrocodeine bitartrate/APAP/caffeine MP &
dihydrocodeine bitartrate/ASA/caffeine V> &
Dilaudid®™VP a

Fiorinal with codeine V> @

hydromorphone liquid, suppositories > &
Ibudone™ MP- at

levorphanol VP @

meperidine solution, tablets ™ @

morphine suppository P @t

Lorcet®MP. AL/l orcet® HD MP A/l orcet® Plus VP @
Lortab®™P. @t

Norco® Mb. At

Nucyntg™MP. at

Opana®Mp. At

Oxaydo®MP. At

oxycodone capsules, concentrate
oxycodone/ASA MP: A
oxycodone/ibuprofen
oxymorphone MP @
Panlor®™p. at
Percocet® P @
Primlev® (brand and generic) V> @
Repraxain®™P a
Roxicodone® MP. &
Roxybond™ MP:
Synalgos-DC® VP A
tramadol/APAP MP. @t
Tylenol® with codeine
Ultracet® VP @
Ultram® MD, QL
Vanatol™ LQ */Vanatol® S /Vtol LQ™ ¢
Verdrocet VP @

Vicodin® VP A /Vicodin ES®MP A /Vicodin HP® VP @
Xartemis™ XR MP. At

Xodol® Mp. a

Xylon”" MD, QL

Zamicet™ MP At

MD, QL

MD, QL

MD, QL

Page 8
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Antibiotics, Gl

Class Selection & Guidelines

DMS to select preferred agent(s) based on economic evaluation; however, at least 2 unique
chemical entities should be preferred.

Agents not selected as preferred will be considered non-preferred and require PA.

For any new chemical entity in the Antibiotics: GI class, require PA until reviewed by the P&T
Advisory Committee.

Drug Class Preferred Agents Non-Preferred Agents

Antibiotics, GI metronidazole tablets Alinia®

Firvang™ < Dificid® ¢

vancomycin capsules Flagy!®

Xifaxan® ¢ metronidazole capsules
neomycin
paromomycin
Solosec™ - @
Tindamax®
tinidazole
Vancocin®
vancomycin solution

Antivirals, Oral

Class Selection & Guidelines

Antivirals: Herpes

DMS to select preferred agent(s) based on economic evaluation; however, at least 3 unique
chemical entities should be preferred.

Agents not selected as preferred will be considered non-preferred and require PA.

For any new chemical entity in the Antivirals' Herpes class, require PA until reviewed by the
P&T Advisory Committee.

Antivirals: Influenza

DMS to select preferred agent(s) based on economic evaluation; however, at least 1 unique
chemical entity should be preferred.

Agents not selected as preferred will be considered non-preferred and require PA.

For any new chemical entity in the Antivirals: Influenza class, require PA until reviewed by
the P&T Advisory Committee.

Drug Class Preferred Agents Non-Preferred Agents

Antivirals: Herpes acyclovir Sitavig®
famciclovir Valtrex®
valacyclovir

AE — Age Edit; CC - Clinical Criteria; MD — Medications with Maximum Duration; QL — Quantity Limit; ST — Step Therapy
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Drug Class Preferred Agents

Antivirals: Flu

oseltamivir @

MagellanRx

MANAGEMENT..

Non-Preferred Agents

Flumadine®
rimantadine
Relenza®
Tamiflu® <
Xofluza™ €& A

Bone Resorption Suppression and Related Agents

Class Selection & Guidelines

e DMS to select preferred agent(s) based on economic evaluation; however, at least 2 unique
chemical entities should be preferred.

e Agents not selected as preferred will be considered non-preferred and require PA.

e For any new chemical entity in the Bone Resorption Suppression and Related Agents class,

require PA until reviewed by the P&T Advisory Committee.

Drug Class Preferred Agents

Bone Resorption Suppression alendronate tablets &

and Related Agents

ibandronate tablets &
raloxifene

Non-Preferred Agents

Actonel® ¢

alendronate solution &

Atelvig™ @
Binosto® %
Boniva® %
calcitonin-salmon
etidronate
Evenity™ ¢
Evista®

Forteo™ &
Fosamax® %
Fosamax Plus D™ @
Miacalcin®

Prolia™

Reclast® @
risedronate &
Tymlos™
zoledronic acid ¢

AE - Age Edit; CC - Clinical Criteria; MD — Medications with Maximum Duration; QL — Quantity Limit; ST — Step Therapy
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Cephalosporins and Related Antibiotics

Class Selection & Guidelines

Antibiotics: Cephalosporins 15t Generation

MagellanRx

MANAGEMENT.,

e DMS to select preferred agent(s) based on economic evaluation; however, at least 2 unique
chemical entities should be preferred.
e Agents not selected as preferred will be considered non-preferred and will require PA.
For any new chemical entity in the Antibiotics: Cephalosporins 15t Generation class, require PA

until reviewed by the P&T Advisory Committee.

Antibiotics: Cephalosporins 27 Generation

e DMS to select preferred agent(s) based on economic evaluation; however, at least 2 unique

chemical entities should be preferred.

o Agents not selected as preferred will be considered non-preferred and will require PA.

e For any new chemical entity in the Antibiotics' Cephalosporins 24 Generation class, require

PA until reviewed by the P&T Advisory Committee.

Antibiotics: Cephalosporins 31 Generation

e DMS to select preferred agent(s) based on economic evaluation; however, at least 1 unique

chemical entity should be preferred.

e Agents not selected as preferred will be considered non-preferred and will require PA.

¢ For any new chemical entity in the Antibiotics' Cephalosporins 3¢ Generation class, require

PA until reviewed by the P&T Advisory Committee.

Drug Class Preferred Agents

Antibiotics: Cephalosporins 1*

cefadroxil capsules

Non-Preferred Agents

cefadroxil tablets, suspension

Generation cephalexin Daxbia™
Keflex®
Antibiotics: Cephalosporins 2" cefaclor capsule cefaclor CD
Generation cefprozil Ceftin®

cefuroxime axetil

Antibiotics: Cephalosporins 3™
Generation

cefdinir

cefditoren pivoxil

cefixime

cefpodoxime

ceftibuten

Spectracef®

Suprax® capsules, chewable tablets,
tablets, suspension

AE — Age Edit; CC - Clinical Criteria; MD — Medications with Maximum Duration; QL — Quantity Limit; ST — Step Therapy
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Erythropoiesis Stimulating Proteins

Class Selection & Guidelines

e DMS to select preferred agent(s) based on economic evaluation; however, at least 1 unique
chemical entity should be preferred.

e Agents not selected as preferred will be considered non-preferred and require PA.

¢ For any new chemical entity in the Erythropoiesis Stimulating Proteins class, require PA until
reviewed by the P&T Advisory Committee.

New agent in the class: Reblozyl® (luspatercept-aamt)

Non-prefer in this PDL class.

Length of Authorization: 1 year

e Reblozyl® (luspatercept-aamt) is indicated for the treatment of anemia in adult patients with
beta thalassemia who require regular red blood cell (RBC) transfusions.

Criteria for Approval:

e Prescribed by, or in consultation with, a hematology or oncology specialist; AND

e Diagnosis of beta thalassemia requiring regular red blood cell (RBC) transfusions; OR

¢ Diagnosis of anemia that is associated with low-to-moderate risk myelodysplastic syndromes
with ring sideroblasts or myelodysplastic/myeloproliferative neoplasm with ring sideroblasts
and thrombocytosis; AND

e Has required 2 or more RBC units over an 8-week period; AND

e Failure of an erythropoiesis stimulating agent (e.g., epoetin alfa); OR

e Serum erythropoietin (EPO) > 500 mU/mL.

Renewal Criteria:

e Attestation or documentation (e.g., progress note) of a reduction in transfusion burden or other
clinical benefit.

Age Limit: > 18 years

Drug Class Preferred Agents Non-Preferred Agents

Erythropoiesis Stimulating Aranesp® < Mircera®
Proteins Epogen® Procrit®
Retacrit™ € Reblozyl® «

Glucagon Agents

Class Selection & Guidelines

e DMS to select preferred agent(s) based on economic evaluation; however, at least an
intramuscular (IM) glucagon should be preferred.

e Agents not selected as preferred will be considered non-preferred and require PA.

o For any new chemical entity in the Glucagon Agents class, require PA until reviewed by the
P&T Advisory Committee.

AE - Age Edit; CC - Clinical Criteria; MD — Medications with Maximum Duration; QL — Quantity Limit; ST — Step Therapy
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Criteria for Preferred with PA agents: 1 Rx for IM glucagon was dispensed in the past 180 days.

Drug Class Preferred Agents Non-Preferred Agents

Glucagon Agents Bagsimi™ ¢ diazoxide
glucagon, recombinant glucagon HCl
Proglycem® Gvoke™

Glucocorticoids, Inhaled

Class Selection & Guidelines

Beta Agonists: Combination Products

e DMS to select preferred agent(s) based on economic evaluation; however, at least 2 unique
combinations should be preferred.

e Agents not selected as preferred will be considered non-preferred and require PA.

e For any new chemical entity in the Beta Agonists: Combination Products class, require PA
until reviewed by the P&T Advisory Committee.

Inhaled Corticosteroids

e DMS to select preferred agent(s) based on economic evaluation; however, at least 2 unique
chemical entities should be preferred.

e Agents not selected as preferred will be considered non-preferred and require PA.

¢ For any new chemical entity in the Inhaled Corticosteroids class, require PA until reviewed by
the P&T Advisory Committee.

Drug Class Preferred Agents Non-Preferred Agents

Beta Agonists: Combination Advair® Diskus ¢ Advair® HFA &

Products Advair® HFA @ AirDuo™ Respiclick® ¢ @
Dulera® % Breo® Ellipta® ¢
Symbicort® @ budesonide/formoterol &

fluticasone/salmeterol
Wixela™ Inhub™ @

Inhaled Corticosteroids Asmanex® Twisthaler & Alvesco® 2
budesonide inhalation suspension A& 2 ArmonAir™ RespiClick®
Flovent HFA® & Arnuity® Ellipta® %

Asmanex® HFA ¢
Flovent Diskus® ¢
Pulmicort Flexhaler® 2
Pulmicort Respules®
QVAR® Redihaler™

AE — Age Edit; CC - Clinical Criteria; MD — Medications with Maximum Duration; QL — Quantity Limit; ST — Step Therapy
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Hepatitis C Agents

Class Selection & Guidelines

Hepatitis C: Direct-Acting Antiviral Agents

e DMS to select preferred agent(s) based on economic evaluation; however, at least 1 first-line
treatment regimen should be preferred.

e Agents not selected as preferred will be considered non-preferred and require PA.

¢ For any new chemical entity in the Hepatitis C: Direct-Acting Antiviral Agents class, require
PA until reviewed by the P&T Advisory Committee.

Class Criteria Review:

Current criteria subject to changes-

e Prescriber restrictions (specialist or KHAMP training) apply for all requests.

e Hepatitis C virus (HCV) genotype testing is required for all cases.

e Human immunodeficiency virus (HIV) and Hepatitis B surface antigen (HBsAg) testing may be
submitted as informational only.

Recommended criteria changes:

e No prescriber restrictions for PA requests that fall under simplified treatment (adult,
treatment-naive, and no cirrhosis based on FIB-4 score < 3.25) and the request is for a
preferred first-line treatment regimen.

e HCV genotype testing is no longer required for PA approval when a preferred first-line
treatment regimen is requested in patients with no cirrhosis.

¢ Require HIV antigen/antibody test and Hepatitis B surface antigen testing to determine
simplified treatment eligibility.

o A gastroenterologist, hepatologist, infectious disease, or transplant specialist must prescribe
and HCV genotype testing is required under any of the following patient circumstances:

Prior hepatitis C treatment

Cirrhosis (as suggested by FIB-4 score > 3.25 or evidenced by a proprietary serologic

test, transient elastography, prior liver biopsy or other clinical findings suggestive of

liver dysfunction)

HIV or HBsAg positive

Current pregnancy

Known or suspected hepatocellular carcinoma

O O O O

Prior liver transplantation

Hepatitis C: Interferons

e DMS to select preferred agent(s) based on economic evaluation.

e Agents not selected as preferred will be considered non-preferred and require PA.

e For any new chemical entity in the Hepatitis C: Interferons class, require PA until reviewed by
the P&T Advisory Committee.

AE - Age Edit; CC - Clinical Criteria; MD — Medications with Maximum Duration; QL — Quantity Limit; ST — Step Therapy
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Hepatitis C: Ribavirins

MagellanRx

MANAGEMENT.,

e DMS to select preferred agent(s) based on economic evaluation; however, at least generic
ribavirin tablets should be preferred.
e Agents not selected as preferred will be considered non-preferred and require PA.
For any new chemical entity in the Hepatitis C: Ribavirins class, require PA until reviewed by
the P&T Advisory Committee.

Drug Class Preferred Agents

Hepatitis C: Direct-Acting
Antiviral Agents

Mavyret™ ¢t
sofosbuvir/velpatasvir <~ 2
Voseyi™ ¢

Epclusa® 2

Harvoni® ¢ &
ledipasvir/sofosbuvir ¢ @
Sovaldi™ ¢¢ at

Viekira Pak® <& 2

Zepatier™ -
Hepatitis C: Interferons PEGASYS® ProClick <& PEGASYS® vial ©©
PEGASYS® syringe ¢© @ PEGIntron™ ¢ @t
Hepatitis C: Ribavirins ribavirin Moderiba™

ribavirin dosepack ¢

HIV/AIDS

Class Selection & Guidelines

Antiretrovirals: HIV/AIDS

e DMS to select preferred agent(s) based on economic evaluation; however, all first-line
treatment regimens should be preferred.

e Agents not selected as preferred will be considered non-preferred and will require PA.

¢ For any new chemical entity in the Antiretrovirals: HIV/AIDS class, require PA until reviewed
by the P&T Advisory Committee.

Criteria Review: Descovy (emtricitabine/tenofovir alafenamide)

Current criteria’ Prior authorization (PA) is not required.

Recommended criteria:

Approve for 1 year when used for treatment of HIV-1 infection; OR
e Approve for 3 months when used for pre-exposure prophylaxis (PrEP) and ALL of the following

are true:

o Prescriber submits PA request; AND
o Member is NOT a recipient of vaginal sex (not FDA-approved in this population); AND
o Negative HIV-1 test immediately prior to initiating Descovy and at least every 3 months.

AE — Age Edit; CC - Clinical Criteria; MD — Medications with Maximum Duration; QL — Quantity Limit; ST — Step Therapy
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MANAGEMENT..

Non-Preferred Agents
Antiretrovirals: HIV/AIDS abacavir® abacavir-lamivudine-zidovudine

abacavir-lamivudine Aptivus®

atazanvir® Combivir®

Atripla® 2 Crixivan®

Biktarvy® & didanosine DR @

Cimduo™ & Epivire

Complera® Epzicom®

Delstrigo™ @ fosamprenavir

Descovy® ¢ Fuzeon®

Dovato & Invirase®

Edurant® Kaletra® solution

efavirenz Lexiva®

Emtriva® nevirapine ¢

Evotaz™ @ nevirapine ER ¢

Genvoya® % Norvir® powder packets

Intelence® Retrovir®

Isentress® Reyataz®

Juluca® ritonavir

Kaletra® tablet Sustiva®

lamvidudine @ Videx® solution

lamivudine-zidovudine Viracept®

lopinavir-ritonavir solution Viramune® %

Norvir® solution & Viramune XR® ¢

Norvir® tablets Viread® tablets %

Odefsey® Zerit® capsules ¢

Pifeltro™ Ziagen® %

Prezcobix® 2 zidovudine capsules

Prezista®

Selzentry®

stavudine capsules @
stavudine solution
Stribild® @

Symfi™ @

SymfiLo™ &

Symtuza™ @

Temixys™ &

tenofovir disoproxil fumarate tablets ¢
Tivicay® &

Triumeq®

Trizivir®

Truvada® <

Tybost®

Videx® EC®

Viread® powder packets
zidovudine syrup, tablets

AE - Age Edit; CC - Clinical Criteria; MD — Medications with Maximum Duration; QL — Quantity Limit; ST — Step Therapy
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Kentuckiy™ MagellanRx

MANAGEMENT.,

Diabetes: Injectable Insulins

Class Selection & Guidelines

DMS to select preferred agent(s) based on economic evaluation; however, at least 1 insulin of
each type (short, intermediate, long) should be preferred.

Agents not selected as preferred will be considered non-preferred and require PA.

For any new chemical entity in the Diabetes: Injectable Insulins class, require PA until
reviewed by the P&T Advisory Committee.

Drug Class Preferred Agents Non-Preferred Agents

Diabetes: Injectable Insulins Humalog® cartridge, vial Admelog® and Admelog Solostar® <
Humalog® 100 unit/mL KwikPen® Afrezza®
Humalog® Junior (Jr) KwikPen® Apidra™ and Apidra™ Solostar®
Humalog® Mix KwikPen®, vial Basaglar® KwikPen® <
Humulin® N KwikPen®, vial Fiasp® and Fiasp® FlexTouch®
Humulin® R vial Humalog® 200 unit/mL KwikPen®
Humulin® R U-500 KwikPen®, vial insulin aspart
Humulin® 70/30 KwikPen®, vial insulin aspart/insulin aspart protamine
Lantus® and Lantus® Solostar Novolin® vial
Levemir® and Levemir® FlexTouch® Novolin® 70/30 vial
Novolog® and Novolog® FlexTouch® Toujeo® Solostar® and Tuojeo® Max
Novolog® PenFill® Solostar®

Novolog® Mix and Novolog Mix FlexPen®  Tresiba® FlexTouch®

Oral Oncology, Breast Cancer

Class Selection & Guidelines

DMS to select preferred agent(s) based on economic evaluation; however, agents with an FDA-
approved indication or guideline recommendation for use in a first-line setting should be
considered for preferred status with or without clinical criteria.

Agents not selected as preferred will be considered non-preferred and require PA.

For any new chemical entity in the Oral Oncology, Breast Cancer class, require PA until
reviewed by the P&T Advisory Committee.

Drug Class Preferred Agents Non-Preferred Agents

Oral Oncology, Breast Cancer  anastrozole Arimidex®
cyclophosphamide Aromasin®
exemestane capecitabine
Faslodex® Fareston®
Ibrance® <& Femara®
Kisqali® (and Femara® Co-Pack) < fulvestrant
letrozole Nerlynx™ ¢ @
Pigray® ©© toremifene citrate

AE — Age Edit; CC - Clinical Criteria; MD — Medications with Maximum Duration; QL — Quantity Limit; ST — Step Therapy
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MANAGEMENT..

Drug Class Preferred Agents Non-Preferred Agents

Talzenna™ ¢
tamoxifen citrate
Tykerb® &
Verzenio™ ¢ &
Xeloda®

Oral Oncology, Hematologic Cancer

Class Selection & Guidelines

e DMS to select preferred agent(s) based on economic evaluation; however, agents with an FDA-
approved indication or guideline recommendation for use in a first-line setting should be
considered for preferred status with or without clinical criteria.

e Agents not selected as preferred will be considered non-preferred and require PA.

e For any new chemical entity in the Oral Oncology, Hematologic Cancer class, require PA until
reviewed by the P&T Advisory Committee.

New agent in the class: Brukinsa™

Non-prefer in this PDL class.
Length of Authorization: 1 year

e Brukinsa™ (zanubrutinib) is a small molecule Bruton’s tyrosine kinase (BTK) inhibitor
indicated for the treatment of adult patients with mantle cell lymphoma (MCL) who have
received at least one prior therapy.

Criteria for Approval:

e Diagnosis of mantle cell lymphoma; AND

e Patient has received > 1 prior therapy; AND

e Patient has NOT received prior treatment with another BTK-inhibitor (e.g., ibrutinib,
acalabrutinib); AND

o Drug will be used as monotherapy.

Renewal Criteria:

e Evidence, such as progress report, of disease response (e.g., lack of progression or decrease in
tumor size and spread).

Age Limit: > 18 years

Quantity Limit: 4 per day

Drug Class Preferred Agents Non-Preferred Agents

Oral Oncology, Hematologic ~ Alkeran® Bosulif® @
Cancer Daurismo™ G at Brukinsa™ €6 @
hydroxyurea Calquence® < &
imatinib Copiktra™ < A

AE - Age Edit; CC - Clinical Criteria; MD — Medications with Maximum Duration; QL — Quantity Limit; ST — Step Therapy
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Kentuckiy™ MagellanRx

MANAGEMENT.,

Drug Class Preferred Agents Non-Preferred Agents

Imbruvica® ¢~ & Farydak® @
Inrebic® <& Gleevec® %
Jakafi® © Hydrea®
Leukeran® Iclusig®
Matulane® Idhifa® < 2
mercaptopurine melphalan
Myleran® Ninlaro®
Revlimid® Pomalyst®
Rydapt® <& Purixan®
Sprycel® @ Tabloid®
Tasigna® - @ Xospata® <
Tibsovo® Xpovio™ & At
Thalomid®

tretinoin

Venclexta™ @

Zolinza® @

Zydelig® ©©

Oral Oncology, Other

Class Selection & Guidelines

DMS to select preferred agent(s) based on economic evaluation; however, agents with an FDA-
approved indication or guideline recommendation for use in a first-line setting should be
considered for preferred status with or without clinical criteria.

Agents not selected as preferred will be considered non-preferred and require PA.

For any new chemical entity in the Oral Oncology, Other class, require PA until reviewed by
the P&T Advisory Committee.

New agent in the class: Ayvakit®

Prefer with clinical criteria in this PDL class.
Length of Authorization: 1 year

Ayvakit® (avapritinib), a tyrosine kinase inhibitor (TKI) targeting platelet-derived growth
factor receptor alpha (PDGFRA) and PDGFRA D842 mutants and multiple KIT exon 11, 11/17,
and 17 mutants, is approved for the treatment of adults with unresectable or metastatic
gastrointestinal stromal tumor (GIST) harboring a PDGFRA exon 18 mutation, including
PDGFRA D842V mutations.

Patients should be selected for treatment with avapritinib based on confirmation of the
presence of a PDGFRA exon 18 mutation; however, an FDA-approved test is not currently
available.

AE — Age Edit; CC - Clinical Criteria; MD — Medications with Maximum Duration; QL — Quantity Limit; ST — Step Therapy
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Kentuckiy™ Magellan Rx

MANAGEMENT..

Criteria for Approval:

e Diagnosis of metastatic or unresectable gastrointestinal stromal tumors (GIST); AND

e Presence of platelet-derived growth factor receptor alpha (PDGFRA) exon 18 mutation, such as
D842V.

Renewal Criteria:

e Evidence, such as progress report, of disease response (e.g., limited progression, lack of
progression or decrease in tumor size and spread).

Age Limit: > 18 years

Quantity Limit: 1 per day

New agent in the class: Tazverik®

Prefer with clinical criteria in this PDL class.
Length of Authorization: 1 year

e Tazverik® (tazemetostat) is indicated for the treatment of adults and pediatric patients aged 16
years and older with metastatic or locally advanced epithelioid sarcoma not eligible for
complete resection. It is approved under Accelerated Approval based on overall response rate
and duration of response; continued approval may be contingent upon results of confirmatory
trials.

o Tazemetostat inhibits EZH2 methyltransferase. EZH2 methyltransferase, a subunit of the
polycomb repressive complex 2 (PRC2), catalyzes methylation of lysine 27 of histone H3, which
leads to repression of gene transcription and subsequent growth of cancer cells.

Criteria for Approval:

¢ Diagnosis of locally advanced or metastatic epithelioid sarcoma that is not eligible for complete
resection; AND

o Tazverik will be used as a single agent.

Renewal Criteria:

e Evidence, such as progress report, of disease response (e.g., lack of progression or decrease in
tumor size and spread).

Age Limit: > 16 years

Quantity Limit: 8 per day

Drug Class Preferred Agents Non-Preferred Agents

Oral Oncology, Other Ayvakit® < Balversa™ €¢ a.
Cometrig™ @ Caprelsa® @
Lynparza™ 9t Lonsurf® <
temozolomide Rubraca™ &
Tazverik® < Stivarga® €
Turalio™ €9t Temodar®
Vitrakvi® <@ Zejula™ €6 At
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Kentuckiy™ MagellanRx

MANAGEMENT.,

Oral Oncology, Renal Cell Carcinoma

Class Selection & Guidelines

DMS to select preferred agent(s) based on economic evaluation; however, agents with an FDA-
approved indication or guideline recommendation for use in a first-line setting should be
considered for preferred status with or without clinical criteria.

Agents not selected as preferred will be considered non-preferred and require PA.

For any new chemical entity in the Oral Oncology, Renal Cell Carcinoma class, require PA
until reviewed by the P&T Advisory Committee.

Drug Class Preferred Agents Non-Preferred Agents

Oral Oncology, Renal Cell Afinitor® tablets ¢ Afinitor Disperz® %
Carcinoma Cabometyx™ ¢ @ everolimus ¢
Lenvima™ <&@ Inlytg® & @
Nexavar® &
Sutent® @

Votrient® &

Antibiotics: Pleuromutulins

Class Selection & Guidelines

DMS to select preferred agent(s) based on economic evaluation.
Agents not selected as preferred will be considered non-preferred and require PA.

For any new chemical entity in the Antibiotics’ Pleuromutulins class, require PA until
reviewed by the P&T Advisory Committee.

New agent in the class: Xenleta (lefamulin)

Non-prefer in this PDL class.
Length of Authorization: Date of service only

Xenleta™ (lefamulin), a pleuromutilin antibacterial, is indicated for the treatment of adults
with community-acquired bacterial pneumonia (CABP) caused by susceptible microorganisms.

Criteria for Approval:

Diagnosis of community-acquired bacterial pneumonia (CABP) thought to be caused by a
susceptible organism*; AND

Patient is not a candidate or has failed treatment with > 2 preferred first-line options for
CABP; AND

If continuing an inpatient/hospital treatment course, prescriber attests that it would be
clinically inappropriate to deescalate therapy or use alternative therapy based on susceptibility
results or lack of susceptibility results in conjunction with clinical picture; AND

Oral treatment duration will not exceed 5 days.

*Susceptible organisms include: Streptococcus pneumoniae, Staphylococcus aureus (methicillin-

susceptible isolates), Haemophilus influenzae, Legionella pneumophila, Mycoplasma
pneumoniae, and Chlamydophila pneumoniae.
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Age Limit: > 18 years
Quantity Limit: 2 per day and 10 tablets per fill

Drug Class Preferred Agents Non-Preferred Agents

Antibiotics: Pleuromutilins N/A Xenleta™ < @

Thrombopoiesis Stimulating Agents

Class Selection & Guidelines

e DMS to select preferred agent(s) based on economic evaluation; however, at least 1 unique
chemical entity should be preferred.

e Agents not selected as preferred will be considered non-preferred and require PA.

¢ For any new chemical entity in the Thrombopoiesis Stimulating Agents class, require PA until
reviewed by the P&T Advisory Committee.

Drug Class Preferred Agents Non-Preferred Agents

Thrombopoiesis Stimulating Promacta® tablets ¢ Doptelet® ¢ 2
Agents Mulpleta® <2
Nplate™ <

Promacta® suspension packets <
Tavalisse™ < @
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Classes Reviewed by Consent Agenda
No change in PDL status:

Absorbable Sulfonamides
Analgesics, Narcotics Long
Androgenic Agents

Antibiotics, Inhaled

Antibiotics, Vaginal

Antifungals, Oral

Antihistamines, Minimally Sedating
Antihyperuricemics

Antineoplastic Agents, Topical
Bronchodilators, Beta Agonist
Colony Stimulating Factors

COPD Agents

Epinephrine, Self-Injected
Fluoroquinolones, Oral
Glucocorticoids, Oral

Growth Hormone

Hepatitis B Agents

Hypoglycemics, Alpha-Glucosidase Inhibitors

Hypoglycemics, Incretin Mimetics/Enhancers

MagellanRx

MANAGEMENT.,

Hypoglycemics, Meglitinides
Hypoglycemics, Metformins
Hypoglycemics, SGLT2
Hypoglycemics, Sulfonylureas

Hypoglycemics, Thiazolidinediones (TZD)

Intranasal Rhinitis Agents
Leukotriene Modifiers
Macrolides

NSAIDs

Oncology, Oral — Lung
Oncology, Oral — Prostate
Oncology, Oral — Skin
Opiate Dependence Treatments
Oxazolidenediones
Pancreatic Enzymes
Penicillins

Phosphate Binders
Progestins for Cachexia

Tetracyclines

AE — Age Edit; CC - Clinical Criteria; MD — Medications with Maximum Duration; QL — Quantity Limit; ST — Step Therapy

© 2020, Magellan Medicaid Administration, a Magellan Rx Management company l

Page 23



