ACITRETIN

2024 Prior Authorization Criteria

Updated 03/01/2024

Products Affected
e acitretin

PA Criteria

Criteria Details

Exclusion Criteria

Required Medical
Information

Psoriasis: The patient has experienced an inadequate treatment response,
intolerance, or the patient has a contraindication to methotrexate or
cyclosporine.

Age Restrictions

Prescriber

Restrictions

Coverage Duration | Plan Year

Other Criteria

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

Off Label Uses

Prevention of non-melanoma skin cancers in high risk individuals, Lichen
planus, Keratosis follicularis (Darier Disease)

PartB
Prerequisite

No




ACTEMRA SQ

Products Affected
e Actemra ACTPen

e Actemra subcutaneous

PA Criteria

Criteria Details

Exclusion Criteria

Concurrent use with a Biologic DMARD or Targeted Synthetic DMARD.

Required Medical
Information

Diagnosis, concurrent medications, previous drugs tried.

Age Restrictions

Interstitial lung disease-18 years and older (initial and continuation)

Prescriber
Restrictions

RA/GCA/PJIA/SJIA - Prescribed by or in consultation with a rheumatologist (initial
therapy only). Lung disease-presc/consult-pulmonologist or rheum (initial and
cont)

Coverage Duration

Approve through 12/31/24

Other Criteria

RA initial - approve if the patient meets one of the following (A or B): A) patient
has tried TWO of the following drugs in the past: Enbrel, an adalimumab product
[i.e., Humira, Cyltezo, Idacio], Rinvoq, or Xeljanz/XR (Note: if the patient does not
meet this requirement, previous trial(s) with the following drugs will be counted
towards meeting the try TWO requirement: infliximab or another non-preferred
adalimumab product will also count. Trials of multiple adalimumab products
count as ONE preferred. OR B) patient has heart failure or a previously treated
lymphoproliferative disorder. PJIA, initial-approve if the patient meets one of the
following (A or B): A) patient has tried TWO of the following drugs in the past:
Enbrel, Xeljanz or an adalimumab product [i.e., Humira, Cyltezo, Idacio]. (Note: if
the patient does not meet this requirement, a previous trial with the drug
infliximab or a non-preferred adalimumab product will be counted towards
meeting the try TWO requirement. Trials of multiple adalimumab products
counts as ONE Preferred Product.), OR B) patient has heart failure or a previously
treated lymphoproliferative disorder. Cont tx, RA/PJIA - approve if the pt had a
response as determined by the prescriber. Interstitial lung disease associated
with systemic sclerosis initial-approve if the patient has elevated acute phase
reactants AND the diagnosis is confirmed by high-resolution computed
tomography. Interstitial lung disease assoc with systemic sclerosis, Cont tx-
approve if the patient had adequate efficacy.

Indications

All FDA-approved Indications.




PA Criteria Criteria Details

Off Label Uses

Part B No
Prerequisite




ACTIMMUNE

Products Affected
e Actimmune

PA Criteria

Criteria Details

Exclusion Criteria

Required Medical
Information

Age Restrictions

Prescriber

Restrictions

Coverage Duration | Plan Year

Other Criteria

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

Off Label Uses

Mycosis fungoides, Sezary syndrome.

Part B
Prerequisite

No




ADALIMUMAB OTHER

Products Affected

* Cyltezo(CF) * |dacio(CF)

* (Cyltezo(CF) Pen * |dacio(CF) Pen

* (Cyltezo(CF) Pen Crohn's-UC-HS * |dacio(CF) Pen Crohn-UC Startr

 (Cyltezo(CF) Pen Psoriasis-UV * |dacio(CF) Pen Psoriasis Start
PA Criteria Criteria Details

Exclusion Criteria | Concurrent use with another biologic DMARD or targeted synthetic DMARD.

Required Medical | Diagnosis, concurrent medications, previous therapies tried
Information

Age Restrictions | CD, 6 or older (initial). UC, 5 or older (initial). PP-18 years and older (initial)

Prescriber Init tx only-RA/JIA/JRA/Ankylosing spondylitis, prescr/consult w/rheum. PsA,

Restrictions prescr/consult w/rheum or derm. PP, prescr/consult w/derm. UG/ CD,
prescr/consult w/gastro. HS, presc/consult w/derm. UV, prescr/consult
w/ophthalmologist.

Coverage Duration | Approve through 12/31/24




PA Criteria

Criteria Details

Other Criteria

RA initial, patient has tried one conventional synthetic DMARD for at least 3
months (note: patients who have already had a 3-month trial of a biologic for RA
are not required to step back and try a conventional synthetic DMARD). JIA/JRA
initial. Tried one other systemic therapy for this condition (e.g MTX,
sulfasalazine, leflunomide, NSAID) or biologic (eg, etanercept, abatacept,
infliximab, anakinra, tocilizumab) or will be starting on adalimumab concurrently
with MTX, sulfasalazine, or leflunomide. Approve without trying another agent if
pt has absolute contraindication to MTX, sulfasalazine, or leflunomide or if pt has
aggressive disease. Plaque psoriasis (PP) initial. approve if the patient meets one
of the following criteria: 1) pt has tried at least one traditional systemic agent
(eg, MTX, cyclosporine, acitretin, PUVA) for at least 3 months, unless intolerant
(note: pts who have already tried a biologic for psoriasis are not required to step
back and try a traditional agent first) OR 2) pt has a contraindication to MTX as
determined by the prescribing physician. CD initial. Tried corticosteroids (CSs) or
if CSs are contraindicated or if pt currently on CSs or patient has tried one other
conventional systemic therapy for CD (eg, azathioprine, 6-mercaptopurine, MTX,
certolizumab, infliximab, ustekinumab, or vedolizumab) OR pt had ilecolonic
resection OR enterocutaneous (perianal or abdominal) or rectovaginal fistulas.
UC initial. Pt has tried a systemic therapy (eg, 6-mercaptopurine, azathioprine,
CSA, tacrolimus, infliximab, golimumab SC, or a corticosteroid such as
prednisone or methylprednisolone) or the pt has pouchitis and has tried therapy
with an antibiotic, probiotic, corticosteroid enema, or mesalamine (Rowasa)
enema. HS - tried ONE other therapy (e.qg., intralesional or oral corticosteroids,
systemic antibiotics, isotretinoin). cont tx - must respond to tx as determined by
prescriber.

Indications

All FDA-approved Indications.

Off Label Uses

Part B
Prerequisite

No




ADEMPAS

Products Affected
e Adempas

PA Criteria

Criteria Details

Exclusion Criteria

Concurrent Use with Phosphodiesterase Inhibitors Used for Pulmonary
Hypertension or Other Soluble Guanylate Cyclase Stimulators.

Required Medical
Information

Age Restrictions

Prescriber
Restrictions

PAH and CTEPH- must be prescribed by or in consultation with a cardiologist or
a pulmonologist.

Coverage Duration

1 year

Other Criteria For PAH - must have PAH (WHO Group 1) and had a right heart catheterization to
confirm the diagnosis of PAH (WHO Group 1).
Indications All FDA-approved Indications.

Off Label Uses

PartB
Prerequisite

No




AIMOVIG

Products Affected

* Aimovig Autoinjector

PA Criteria

Criteria Details

Exclusion Criteria

Combination therapy with Ajovy, Vyepti or Emgality

Required Medical
Information

Diagnosis, number of migraine headaches per month, prior therapies tried

Age Restrictions

18 years and older

Prescriber
Restrictions

Coverage Duration

1 year

Other Criteria

Approve if the patient meets the following criteria (A and B): A) Patient has
greater than or equal to 4 migraine headache days per month (prior to initiating
a migraine-preventative medication), AND B) Patient has tried at least one
standard prophylactic pharmacologic therapy (e.g., anticonvulsant, beta-
blocker), and has had inadequate response or the patient has a contraindication
to other prophylactic pharmacologic therapies according to the prescribing
physician. A patient who has already tried an oral or injectable calcitonin gene-
related peptide (CGRP) inhibitor indicated for the prevention of migraine or Botox
(onabotulinumtoxinA injection) for the prevention of migraine is not required to
try a standard prophylactic pharmacologic therapy.

Indications

All FDA-approved Indications.

Off Label Uses

Part B
Prerequisite

No




AKEEGA

Products Affected
* Akeega

PA Criteria

Criteria Details

Exclusion Criteria

Required Medical
Information

Diagnosis

Age Restrictions

18 years and older

Prescriber
Restrictions

Coverage Duration

1 year

Other Criteria

Prostate cancer- Approve if the patient meets the following (A, B, C, and D):
A)Patient has metastatic castration-resistant prostate cancer, AND B)Patient has
a BReast CAncer (BRCA) mutation, AND C)The medication is used in combination
with prednisone, AND D)Patient meets one of the following (i orii): i. The
medication is used concurrently with a gonadotropin-releasing hormone (GnRH)
analog, Note: Examples are leuprolide acetate, Lupron Depot (leuprolide acetate
intramuscular injection), Trelstar (triptorelin pamoate intramuscular injection),
Zoladex (goserelin acetate subcutaneous implant), Vantas (histrelin acetate
subcutaneous implant), Firmagon (degarelix acetate subcutaneous injection),
and Orgovyx (relugolix tablets).OR ii. Patient has had a bilateral orchiectomy.

Indications

All FDA-approved Indications.

Off Label Uses

Part B
Prerequisite

No




ALDURAZYME

Products Affected
e Aldurazyme

PA Criteria Criteria Details

Exclusion Criteria

Required Medical | For mucopolysaccharidosis | (MPS I): Diagnosis of MPS | was confirmed by an
Information enzyme assay demonstrating a deficiency of alpha-L-iduronidase enzyme
activity and/or by genetic testing. Patients with Scheie form (i.e., attenuated
MPS I) must have moderate to severe symptoms.

Age Restrictions

Prescriber
Restrictions

Coverage Duration | Plan Year

Other Criteria

Indications All FDA-approved Indications.

Off Label Uses

Part B No
Prerequisite

10



ALECENSA

Products Affected
e Alecensa

PA Criteria

Criteria Details

Exclusion Criteria

Required Medical
Information

Age Restrictions

18 years and older

Prescriber
Restrictions

Coverage Duration

1 year

Other Criteria

Non-small cell lung cancer-approve if the patient has advanced or metastatic
disease and anaplastic lymphoma kinase (ALK)-positive disease as detected by
an approved test. Anaplastic large cell lymphoma-approve if the patient has
anaplastic lymphoma kinase (ALK)-positive disease and has relapsed or
refractory disease. Erdheim-Chester disease-approve if the patient has
anaplastic lymphoma kinase (ALK) rearrangement/fusion-positive disease.

Indications

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

Off Label Uses

Anaplastic large cell lymphoma, Erdheim Chester disease

Part B
Prerequisite

No

1




ALOSETRON

Products Affected
e alosetron

PA Criteria

Criteria Details

Exclusion Criteria

Required Medical
Information

Diagnosis

Age Restrictions

Prescriber
Restrictions

Coverage Duration

12 months

Other Criteria

Indications

All FDA-approved Indications.

Off Label Uses

Part B
Prerequisite

No

12




ALPHA 1 PROTEINASE INHIBITORS

Products Affected

e Aralast NP
¢ Prolastin-C
e Zemaira

PA Criteria

Criteria Details

Exclusion Criteria

Required Medical
Information

Diagnosis

Age Restrictions

18 years and older

Prescriber
Restrictions

Coverage Duration

1 year

Other Criteria Alpha1-Antitrypsin Deficiency with Emphysema (or Chronic Obstructive
Pulmonary Disease)-approve if the patient has a baseline (pretreatment) AAT
serum concentration of less than 80 mg/dL or 11 micromol/L.

Indications All FDA-approved Indications.

Off Label Uses

PartB
Prerequisite

No

13




ALUNBRIG

Products Affected
 Alunbrig

PA Criteria

Criteria Details

Exclusion Criteria

Required Medical
Information

ALK status

Age Restrictions

18 years and older

Prescriber
Restrictions

Coverage Duration

1 year

Other Criteria

Erdheim-Chester disease-approve if the patient has anaplastic lymphoma kinase
(ALK) rearrangement/fusion-positive disease. Inflammatory myofibroblastic
tumor (IMT)-approve if the patient has ALK positive disease and has advanced,
recurrent or metastatic disease or the tumor is inoperable. NSCLC, must be ALK-
positive, as detected by an approved test, have advanced or metastatic disease
and patients new to therapy must have a trial of Alecensa prior to approval of
Alunbrig.

Indications

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

Off Label Uses

Erdheim-Chester disease, Inflammatory myofibroblastic tumor (IMT)

Part B
Prerequisite

No

14




AMPHETAMINES

Products Affected

 dextroamphetamine-amphetamine oral
capsule,extended release 24hr
* dextroamphetamine-amphetamine oral tablet

PA Criteria Criteria Details

Exclusion Criteria

Required Medical | 1) The patient has a diagnosis of Attention-Deficit Hyperactivity Disorder (ADHD)
Information or Attention Deficit Disorder (ADD) OR 2) The patient has a diagnosis of
narcolepsy confirmed by a sleep study.

Age Restrictions

Prescriber
Restrictions

Coverage Duration | Plan Year

Other Criteria

Indications All Medically-accepted Indications.

Off Label Uses

PartB No
Prerequisite

15



ANTIFUNGALS (IV)

Products Affected
e yoriconazole

PA Criteria

Criteria Details

Exclusion Criteria

Required Medical
Information

Diagnosis

Age Restrictions

Prescriber
Restrictions

Coverage Duration

3 months

Other Criteria

Indications

All FDA-approved Indications.

Off Label Uses

Part B
Prerequisite

No

16




APOKYN

Products Affected

* APOKYN
* apomorphine

PA Criteria

Criteria Details

Exclusion Criteria

Concurrent use with a serotonin 5-HT3 Antagonist

Required Medical
Information

Diagnosis, other therapies

Age Restrictions

Prescriber
Restrictions

Prescribed by or in consultation with a neurologist

Coverage Duration

1 year

Other Criteria

Parkinson's disease (PD), new to therapy-approve if the patient meets the
following criteria: 1. patient has advanced PD, 2. patient is experiencing off
episodes such as muscle stiffness, slow movements, or difficulty starting
movements, 3. patient is currently receiving carbidopa/levodopa. Parkinson's
disease (PD), patients currently receiving apokyn or apomorphine-approve if the
patient meets the following criteria: 1. patient has advanced PD, 2. patient is
experiencing off episodes such as muscle stiffness, slow movements, or
difficulty starting movements, 3. patient is currently receiving
carbidopa/levodopa and 4.patient has previously tried one other treatment for off
episodes and had significant intolerance or inadequate efficacy.

Indications

All FDA-approved Indications.

Off Label Uses

Part B
Prerequisite

No

17




ARCALYST

Products Affected
* Arcalyst

PA Criteria

Criteria Details

Exclusion Criteria

Concurrent biologic therapy

Required Medical
Information

Age Restrictions

Initial tx CAPS/Pericarditis-Greater than or equal to 12 years of age.

Prescriber
Restrictions

Initial tx CAPS-prescribed by, or in consultation with, a rheumatologist,
geneticist, allergist/immunologist, or dermatologist. DIRA initial-rheum,
geneticist, derm, or a physician specializing in the treatment of
autoinflammatory disorders. Pericarditis-cardiologist or rheum

Coverage Duration

CAPS-3 mos initial, 1 yr cont. DIRA-6 mos initial, 1 yr cont. Pericard-3 mos
initial, 1 yr cont

Other Criteria

CAPS renewal - approve if the patient has had a response as determined by the
prescriber. DIRA initial-approve if the patient weighs at least 10 kg and genetic
test confirms a mutation in the ILTRN gene. DIRA cont-approve if the patient has
responded to therapy. Pericarditis initial-approve if the patient has recurrent
pericarditis AND for the current episode, the patient is receiving standard
treatment or standard treatment is contraindicated. Continuation-approve if the
patient has had a clinical response.

Indications

All FDA-approved Indications.

Off Label Uses

Part B
Prerequisite

No

18




ARIKAYCE

Products Affected
e Arikayce

PA Criteria

Criteria Details

Exclusion Criteria

Required Medical
Information

Diagnosis, previous medication history (as described in Other Criteria field)

Age Restrictions

MAC-18 years and older (initial therapy)

Prescriber
Restrictions

MAC initial-Prescribed by a pulmonologist, infectious disease physician or a
physician who specializes in the treatment of MAC lung infections. Cystic
fibrosis-prescribed by or in consultation with a pulmonologist or physician who
specializes in the treatment of cystic fibrosis

Coverage Duration

1 year

Other Criteria

MAC Lung disease, initial-approve if the patient has a positive sputum culture for
mycobacterium avium complex and the culture was collected within the past 3
months and was collected after the patient has completed a background
multidrug regimen, the Mycobacterium avium complex isolate is susceptible to
amikacin according to the laboratory report AND Arikayce will be used in
conjunction to a background multidrug regimen. Note-a multidrug regimen
typically includes a macrolide (azithromycin or clarithromycin), ethambutol and a
rifamycin (rifampin or rifabutin). MAC Lung Disease, continuation-approve if
Arikayce will be used in conjunction with a background multidrug regimen AND
i. Patient meets ONE of the following criteria (a or b):a)patient has not achieved
negative sputum cultures for Mycobacterium avium complex OR b) patient has
achieved negative sputum cultures for Mycobacterium avium complex for less
than 12 months. Cystic fibrosis-patient has pseudomonas aeruginosa in culture
of the airway.

Indications

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

Off Label Uses

Cystic fibrosis pseudomonas aeruginosa infection

PartB
Prerequisite

No

19




AUBAGIO

Products Affected
e teriflunomide

PA Criteria Criteria Details

Exclusion Criteria | Concurrent use of teriflunomide with other disease-modifying agents used for
multiple sclerosis (MS)

Required Medical | Relapsing form of MS, to include, clinically-isolated syndrome, relapsing-
Information remitting disease, and active secondary progressive disease.

Age Restrictions

Prescriber Prescribed by or in consultation with a neurologist or MS specialist.
Restrictions

Coverage Duration | Authorization will be for 1 year.

Other Criteria

Indications All FDA-approved Indications.

Off Label Uses

Part B No
Prerequisite

20



AUGTYRO

Products Affected
* Augtyro

PA Criteria Criteria Details

Exclusion Criteria

Required Medical | Diagnosis
Information

Age Restrictions | 18 years and older

Prescriber
Restrictions

Coverage Duration | 1 year

Other Criteria Non-Small Cell Lung Cancer-approve if the patient has locally advanced or
metastatic disease, patient has ROS1-positive non-small cell lung cancer and
the mutation was detected by an approved test.

Indications All FDA-approved Indications.

Off Label Uses

Part B No
Prerequisite

21



AUSTEDO

Products Affected

» Austedo
* Austedo XR
e Austedo XR Titration Kt(Wk1-4)

PA Criteria Criteria Details

Exclusion Criteria

Required Medical
Information

Age Restrictions

Prescriber
Restrictions

Coverage Duration | Plan Year

Other Criteria

Indications All FDA-approved Indications, Some Medically-accepted Indications.
Off Label Uses Tourette's syndrome

Part B No

Prerequisite

22



AUVELITY

Products Affected
* Auvelity

PA Criteria Criteria Details

Exclusion Criteria

Required Medical | For Major Depressive Disorder (MDD): The patient has experienced an
Information inadequate treatment response, intolerance, or the patient has a contraindication
to two of the following: serotonin and norepinephrine reuptake inhibitors (SNRIs),
selective serotonin reuptake inhibitors (SSRIs), mirtazapine, bupropion.

Age Restrictions

Prescriber
Restrictions

Coverage Duration | Plan Year

Other Criteria

Indications All FDA-approved Indications.

Off Label Uses

Part B No
Prerequisite

23



AYVAKIT

Products Affected
* Ayvakit

PA Criteria

Criteria Details

Exclusion Criteria

Required Medical
Information

Diagnosis

Age Restrictions

18 years and older

Prescriber
Restrictions

Coverage Duration

1 year

Other Criteria

GIST-approve if the tumor is positive for platelet-derived growth factor receptor
alpha (PDGFRA) exon 18 mutation or if the patient has tried two of the following:
Gleevec (imatinib), Sutent (sunitinib), Sprycel (dasatinib), Stivarga (regorafenib)
or Qinlock (ripretinib). Myeloid/Lymphoid Neoplasms with eosinophilia-approve if
the tumor is positive for PDGFRA D842V mutation. Systemic mastocytosis-
Approve if the patient has a platelet count greater than or equal to 50,000/mcL
and patient has either indolent systemic mastocytosis or one of the following
subtypes of advanced systemic mastocytosis-aggressive systemic mastocytosis,
systemic mastocytosis with an associated hematological neoplasm or mast cell
leukemia.

Indications

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

Off Label Uses

Myeloid/Lymphoid neoplasms with Eosinophilia

Part B
Prerequisite

No

24




BALVERSA

Products Affected
e Balversa

PA Criteria

Criteria Details

Exclusion Criteria

Required Medical
Information

Diagnosis, previous therapies, test results

Age Restrictions

Prescriber
Restrictions

Coverage Duration

1 year

Other Criteria

Urothelial Carcinoma, locally advanced or metastatic-approve if the patient has
susceptible fibroblast growth factor receptor 3 or fibroblast growth factor
receptor 2 genetic alterations AND the patient has progressed during or
following prior platinum-containing chemotherapy or checkpoint inhibitor
therapy.

Indications

All FDA-approved Indications.

Off Label Uses

Part B
Prerequisite

No

25




BENLYSTA

Products Affected
e Benlysta

PA Criteria

Criteria Details

Exclusion Criteria

Concurrent Use with Other Biologics or Lupkynis

Required Medical
Information

Diagnosis, medications that will be used in combination, autoantibody status

Age Restrictions

18 years and older (initial).

Prescriber
Restrictions

SLE-Prescribed by or in consultation with a rheumatologist, clinical
immunologist, nephrologist, neurologist or dermatologist (initial and
continuation). Lupus Nephritis-nephrologist or rheum. (Initial/cont)

Coverage Duration

SLE-Initial-4 months, cont-1 year. Lupus Nephritis-6 mo initial, 1 year cont

26




PA Criteria

Criteria Details

Other Criteria

Lupus Nephritis Initial-approve if the patient has a diagnosis of lupus nephritis
confirmed on biopsy (For example, World Health Organization class Ill, IV, or V
lupus nephritis), AND the medication is being used concurrently with an
immunosuppressive regimen (ex: azathioprine, cyclophosphamide, leflunomide,
methotrexate, mycophenolate mofetil and/or a systemic corticosteroid). Cont-
approve if the medication is being used concurrently with an
immunosuppressive regimen (ex: azathioprine, cyclophosphamide, leflunomide,
methotrexate, mycophenolate mofetil and/or a systemic corticosteroid) AND the
patient has responded to the requested medication. SLE-Initial-The patient has
autoantibody-positive SLE, defined as positive for antinuclear antibodies [ANA]
and/or anti-double-stranded DNA antibody [anti-dsSDNA] AND Benlysta is being
used concurrently with at least one other standard therapy (i.e., antimalarials
[e.g., hydroxychloroquine], a systemic corticosteroid [e.g., prednisone], and/or
other immunosuppressants [e.g., azathioprine, mycophenolate mofetil,
methotrexate]) unless the patient is determined to be intolerant due to a
significant toxicity, as determined by the prescribing physician. Continuation-
Benlysta is being used concurrently with at least one other standard therapy
(i.e., antimalarials [e.g., hydroxychloroquine], a systemic corticosteroid [e.g.,
prednisone], and/or other immunosuppressants [e.g., azathioprine,
mycophenolate mofetil, methotrexate]) unless the patient is determined to be
intolerant due to a significant toxicity, as determined by the prescribing
physician AND The patient has responded to Benlysta as determined by the
prescriber.

Indications

All FDA-approved Indications.

Off Label Uses

PartB
Prerequisite

No

27




BERINERT

Products Affected

e Berinert intravenous kit

PA Criteria

Criteria Details

Exclusion Criteria

Required Medical
Information

For hereditary angioedema (HAE): The requested drug is being used for the
treatment of acute angioedema attacks. Patient has HAE with C1 inhibitor
deficiency or dysfunction confirmed by laboratory testing OR patient has HAE
with normal C1 inhibitor confirmed by laboratory testing. For patients with HAE
with normal C1 inhibitor, EITHER 1) Patient tested positive for an F12,
angiopoietin-1, plasminogen, kininogen-1 (KNG1), heparan sulfate-glucosamine
3-0-sulfotransferase 6 (HS3ST6), or myoferlin (MYOF) gene mutation OR 2)
Patient has a family history of angioedema and the angioedema was refractory
to a trial of high-dose antihistamine therapy for at least one month.

Age Restrictions

5 years of age or older

Prescriber Prescribed by or in consultation with an immunologist, allergist, or
Restrictions rheumatologist

Coverage Duration | Plan Year

Other Criteria

Indications All FDA-approved Indications.

Off Label Uses

Part B
Prerequisite

No

28




BESREMI

Products Affected
e Besremi

PA Criteria

Criteria Details

Exclusion Criteria

Concomitant use with other interferon products

Required Medical
Information

Diagnosis

Age Restrictions

18 years and older

Prescriber Prescribed by or in consultation with an oncologist
Restrictions

Coverage Duration | 1 year

Other Criteria

Indications All FDA-approved Indications.

Off Label Uses

Part B
Prerequisite

No

29




BETASERON/EXTAVIA

Products Affected
e Betaseron subcutaneous kit

PA Criteria Criteria Details

Exclusion Criteria | Concurrent use with other disease-modifying agent used for multiple sclerosis

Required Medical | Relapsing form of Multiple Sclerosis (MS), to include clinically-isolated
Information syndrome, relapsing-remitting disease, and active secondary progressive
disease

Age Restrictions

Prescriber Prescribed by or after consultation with a neurologist or an MS specialist.
Restrictions

Coverage Duration | Authorization will be for 1 year

Other Criteria

Indications All FDA-approved Indications.

Off Label Uses

Part B No
Prerequisite

30



BEXAROTENE (ORAL)

Products Affected
e bexarotene

PA Criteria Criteria Details

Exclusion Criteria

Required Medical | Diagnosis
Information

Age Restrictions

Prescriber Prescribed by or in consultation with an oncologist or dermatologist (initial and
Restrictions continuation)

Coverage Duration | 1 year

Other Criteria

Indications All FDA-approved Indications.

Off Label Uses

Part B No
Prerequisite

31



BEXAROTENE (TOPICAL)

Products Affected
e bexarotene

PA Criteria Criteria Details

Exclusion Criteria

Required Medical | Diagnosis
Information

Age Restrictions

Prescriber Prescribed by or in consultation with an oncologist or dermatologist (initial and
Restrictions continuation)

Coverage Duration | 1 year

Other Criteria Adult T-Cell Leukemia/Lymphoma- approve if the patient has chronic/smoldering
subtype and this medication is used as first-line therapy.

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

Off Label Uses Adult T-Cell Leukemia/Lymphoma

Part B No
Prerequisite

32



BOSENTAN/AMBRISENTAN

Products Affected

e ambrisentan
e bosentan

PA Criteria

Criteria Details

Exclusion Criteria

Required Medical
Information

Pulmonary arterial hypertension (PAH) WHO Group 1, results of right heart cath

Age Restrictions

Prescriber
Restrictions

For treatment of pulmonary arterial hypertension, ambrisentan or bosentan must
be prescribed by or in consultation with a cardiologist or a pulmonologist.
CTEPH - prescribed by or in consultation with a cardiologist or pulmonologist

Coverage Duration

Authorization will be for 1 year.

Other Criteria CTEPH - pt must have tried Adempas, has a contraindication to Adempas, or is
currently receiving bosentan for CTEPH. Pulmonary arterial hypertension (PAH)
WHO Group 1, are required to have had a right-heart catheterization to confirm
diagnosis of PAH to ensure appropriate medical assessment.

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

Off Label Uses

Chronic thromboembolic pulmonary hypertension (CTEPH) (bosentan)

Part B
Prerequisite

No

33




BOSULIF

Products Affected
e Bosulif oral tablet

PA Criteria

Criteria Details

Exclusion Criteria

Required Medical
Information

Diagnosis. For CML/ALL, the Philadelphia chromosome (Ph) status of the
leukemia must be reported. For ALL, prior therapies tried

Age Restrictions

CML- 1 year and older. ALL, myeloid/lymphoid neoplasms w eosinophilia-18
years and older

Prescriber
Restrictions

Coverage Duration

Authorization will be for 12 months.

Other Criteria

For Ph-positive CML, patients new to therapy must have tried Sprycel and had
an inadequate response or significant intolerance or have a contraindication or
are not a candidate for Sprycel. For Ph-positive ALL, patients new to therapy
must have tried Sprycel and had an inadequate response or significant
intolerance or have a contraindication or are not a candidate for Sprycel.

Indications

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

Off Label Uses

Patients with Philadelphia chromosome positive Acute Lymphoblastic Leukemia

Part B
Prerequisite

No

34




BRAFTOVI

Products Affected
e Braftovi

PA Criteria

Criteria Details

Exclusion Criteria

Required Medical
Information

Diagnosis, BRAF V600 status

Age Restrictions

18 years and older

Prescriber
Restrictions

Coverage Duration

1 year

Other Criteria

Melanoma - approve if the patient has unresectable, advanced or metastatic
melanoma AND has a BRAF V600 mutation. Colon or Rectal cancer-approve if
the patient meets the following (A, B, and C): A) The patient has BRAF V600E
mutation-positive disease AND B) The patient has previously received a
chemotherapy regimen for colon or rectal cancer AND C) The agent is prescribed
as part of a combination regimen for colon or rectal cancer. NSCLC- approve if
pt has BRAF V600E mutation-positive metastatic disease AND this medication
will be taken in combination with Mektovi (binimetinib tablets).

Indications

All FDA-approved Indications.

Off Label Uses

Part B
Prerequisite

No
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BRIVIACT

Products Affected
e Briviact

PA Criteria Criteria Details

Exclusion Criteria

Required Medical | The patient has experienced an inadequate treatment response, intolerance, or
Information contraindication to a generic anticonvulsant

Age Restrictions | 1 month of age or older

Prescriber
Restrictions

Coverage Duration | Plan Year

Other Criteria

Indications All FDA-approved Indications.

Off Label Uses

Part B No
Prerequisite
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BRUKINSA

Products Affected
e Brukinsa

PA Criteria Criteria Details

Exclusion Criteria

Required Medical | Diagnosis, prior therapies
Information

Age Restrictions | 18 years and older

Prescriber
Restrictions

Coverage Duration | 1 year

Other Criteria Mantle Cell Lymphoma - approve if the patient has tried at least one systemic
regimen or patient is not a candidate for a systemic regimen (i.e., an elderly
patient who is frail). Chronic lymphocytic leukemia/small lymphocytic
lymphoma-approve. Marginal zone lymphoma-approve if the patient has tried at
least one systemic regimen. Waldenstrom
macroglobulinemia/lymphoplasmacytic lymphoma-approve.

Indications All FDA-approved Indications.

Off Label Uses

Part B No
Prerequisite
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BUDESONIDE CAP

Products Affected
e budesonide oral

PA Criteria

Criteria Details

Exclusion Criteria

Required Medical
Information

For the maintenance of microscopic colitis: patient has had a clinical relapse
after cessation of treatment (induction) therapy.

Age Restrictions

Crohn's, treatment: 8 years of age or older

Prescriber
Restrictions

Coverage Duration

Microscopic colitis, maintenance: 12 months, all other indications: 3 months

Other Criteria

Indications

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

Off Label Uses

Treatment and maintenance of microscopic colitis in adults

Part B
Prerequisite

No
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BUPRENORPHINE

Products Affected

* buprenorphine HCI sublingual

PA Criteria

Criteria Details

Exclusion Criteria

Required Medical
Information

The requested drug is being prescribed for the treatment of opioid use disorder
AND patient meets one of the following: 1) The patient is pregnant or
breastfeeding, and the requested drug is being prescribed for induction therapy
and/or subsequent maintenance therapy for treatment of opioid use disorder OR
2) The requested drug is being prescribed for induction therapy for transition
from opioid use to treatment of opioid use disorder OR 3) The requested drug is
being prescribed for maintenance therapy for treatment of opioid use disorder in
in a patient who is intolerant to buprenorphine/naloxone.

Age Restrictions

Prescriber

Restrictions

Coverage Duration | Plan Year

Other Criteria

Indications All FDA-approved Indications.

Off Label Uses

Part B
Prerequisite

No
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CABOMETYX

Products Affected
» (Cabometyx

PA Criteria

Criteria Details

Exclusion Criteria

Required Medical
Information

Diagnosis, histology, RET gene rearrangement status for NSCLC

Age Restrictions

Thyroid carcinoma-12 years and older, other dx (except bone cancer)-18 years
and older

Prescriber
Restrictions

Coverage Duration

1 year

Other Criteria

Renal Cell Carcinoma-Approve if the patient has relapsed or stage IV disease.
Hepatocellular Carcinoma-approve if the patient has been previously treated
with at least one other systemic therapy (e.g., Nexavar, Lenvima). Bone cancer-
approve if the patient has Ewing sarcoma or osteosarcoma and has tried at least
one previous systemic regimen. Thyroid carcinoma-approve if the patient has
differentiated thyroid carcinoma, patient is refractory to radioactive iodine
therapy and the patient has tried Lenvima or sorafenib. Endometrial carcinoma-
approve if the patient has tried one systemic regimen. GIST-approve if the
patient has tried two of the following-imatinib, Ayvakit, sunitinib, dasatinib,
Stivarga or Qinlock. NSCLC-approve if the patient has RET rearrangement
psotivie tumor.

Indications

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

Off Label Uses

Patients with Non-Small Cell Lung Cancer, Gastrointestinal stromal tumors
(GIST), Bone cancer, Endometrial Carcinoma

PartB
Prerequisite

No
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CALCIPOTRIENE

Products Affected

* calcipotriene scalp

* calcipotriene topical ointment
 Enstilar

PA Criteria Criteria Details

Exclusion Criteria

Required Medical | For Treatment of Psoriasis: The patient has experienced an inadequate
Information treatment response, intolerance, or the patient has a contraindication to a topical
steroid.

Age Restrictions

Prescriber
Restrictions

Coverage Duration | Plan Year

Other Criteria

Indications All FDA-approved Indications.

Off Label Uses

PartB No
Prerequisite
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CALQUENCE

Products Affected
» (alquence

* (Calquence (acalabrutinib mal)

PA Criteria

Criteria Details

Exclusion Criteria

Required Medical
Information

Age Restrictions

Prescriber
Restrictions

Coverage Duration

1 year

Other Criteria

CLL and SLL-approve. Mantle Cell Lymphoma- approve if the patient has tried at
least one systemic regimen or is not a candidate for a systemic regimen (e.g.,
rituximab, dexamethasone, cytarabine, carboplatin, cisplatin, oxaliplatin,
cyclophosphamide, doxorubicin, vincristine, prednisone, methotrexate,
bendamustine, bortezomib, or lenalidomide). Marginal Zone Lymphoma-approve
if patient has tried at least one systemic regimen (e.g., bendamustine, rituximab,
cyclophosphamide, doxorubicin, vincristine, prednisone, lenalidomide, or
chlorambucil). Waldenstrom Macroglobulinamia/Lymphoplasmacytic
Lymphoma-approve if the patient has tried at least one systemic regimen (e.g.,
Brukinsa [zanubrutinib capsules], Imbruvica [ibrutinib tablets and capsules],
rituximab, bendamustine, cyclophosphamide, dexamethasone, bortezomib,
fludarabine, or cladribine)

Indications

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

Off Label Uses

Waldenstrom's Macroglobulinemia/Lymphoplasmacytic Lymphoma, Marginal
zone lymphoma.

Part B
Prerequisite

No
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CAPRELSA

Products Affected
e (Caprelsa

PA Criteria Criteria Details

Exclusion Criteria

Required Medical
Information

Age Restrictions

Prescriber
Restrictions

Coverage Duration | 1 year

Other Criteria MTC - approve. DTC - approve if refractory to radioactive iodine therapy.

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

Off Label Uses Differentiated (i.e., papillary, follicular, and Hurthle) Thyroid Carcinoma.

Part B No
Prerequisite
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CARGLUMIC ACID

Products Affected
 carglumic acid

PA Criteria

Criteria Details

Exclusion Criteria

Required Medical
Information

Diagnosis

Age Restrictions

Prescriber
Restrictions

Prescribed by or in consultation with a metabolic disease specialist or a
specialist who focuses in the treatment of metabolic diseases

Coverage Duration

NAGS-Pt meets criteria no genetic test - 3mo. Pt had genetic test - 12mo, other-
approve 7 days

Other Criteria

N-Acetylglutamate synthase deficiency with hyperammonemia-Approve if
genetic testing confirmed a mutation leading to N-acetylglutamate synthase
deficiency or if the patient has hyperammonemia. Propionic Acidemia or
Methylmalonic Acidemia with Hyperammonemia, Acute Treatment-approve if the
patient's plasma ammonia level is greater then or equal to 50 micromol/L and
the requested medication will be used in conjunction with other ammonia-
lowering therapies.

Indications

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

Off Label Uses

Acute hyperammonemia due to propionic acidemia (PA) or methylmalonic
acidemia (MMA) (generic carglumic acid)

Part B
Prerequisite

No
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CAYSTON

Products Affected
e (Cayston

PA Criteria Criteria Details

Exclusion Criteria

Required Medical | Diagnosis
Information

Age Restrictions

Prescriber Prescribed by or in consultation with a pulmonologist or a physician who
Restrictions specializes in the treatment of cystic fibrosis.

Coverage Duration | 1 year

Other Criteria Approve if the patient has Pseudomonas aeruginosa in culture of the airway
(e.g., sputum culture, oropharyngeal culture, bronchoalveolar lavage culture).

Indications All FDA-approved Indications.

Off Label Uses

Part B No
Prerequisite
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CERDELGA

Products Affected
e (Cerdelga

PA Criteria

Criteria Details

Exclusion Criteria

Required Medical
Information

Diagnosis, lab test results

Age Restrictions

Prescriber
Restrictions

Prescribed by or in consultation with a geneticist, endocrinologist, a metabolic
disorder sub-specialist, or a physician who specializes in the treatment of
Gaucher disease or related disorders

Coverage Duration

1 year

Other Criteria

Approve if the patient is a cytochrome P450(CYP) 2D6 extensive metabolizer
(EM), intermediate metabolizer (IM), or poor metabolizer (PM) as detected by an
approved test and if the diagnosis has been established by demonstration of
deficient Beta-glucocerebrosidase activity in leukocytes or fibroblasts OR
molecular genetic testing documenting glucocerebrosidase gene mutation.

Indications

All FDA-approved Indications.

Off Label Uses

Part B
Prerequisite

No
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CEREZYME

Products Affected

* (Cerezyme intravenous recon soln 400 unit

PA Criteria

Criteria Details

Exclusion Criteria

Required Medical
Information

Diagnosis, genetic tests and lab results

Age Restrictions

Prescriber
Restrictions

Prescribed by or in consultation with a geneticist, endocrinologist, a metabolic
disorder sub-specialist, or a physician who specializes in the treatment of
lysosomal storage disorders

Coverage Duration

1 year

Other Criteria Gaucher Disease, Type 1-approve if there is demonstration of deficient beta-
glucocerebrosidase activity in leukocytes or fibroblasts OR molecular genetic
testing documenting glucocerebrosidase gene mutation

Indications All FDA-approved Indications.

Off Label Uses

Part B
Prerequisite

No
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CLOBAZAM

Products Affected

e clobazam

e Sympazan
PA Criteria Criteria Details
Exclusion Criteria | UNDER CMS REVIEW
Required Medical | UNDER CMS REVIEW
Information
Age Restrictions UNDER CMS REVIEW
Prescriber UNDER CMS REVIEW
Restrictions
Coverage Duration | UNDER CMS REVIEW
Other Criteria UNDER CMS REVIEW
Indications UNDER CMS REVIEW
Off Label Uses UNDER CMS REVIEW
Part B No

Prerequisite

48




CLOMIPRAMINE

Products Affected
 clomipramine

PA Criteria

Criteria Details

Exclusion Criteria

Required Medical
Information

1) The requested drug is being prescribed for one of the following: a) Obsessive-
Compulsive Disorder (OCD), b) Panic Disorder AND 2) The patient has
experienced an inadequate treatment response, intolerance, or the patient has a
contraindication to any of the following: a) a serotonin and norepinephrine
reuptake inhibitor (SNRI), b) a selective serotonin reuptake inhibitor (SSRI) OR 3)
The requested drug is being prescribed for Depression AND 4) The patient has
experienced an inadequate treatment response, intolerance, or the patient has a
contraindication to two of the following: a) serotonin and norepinephrine
reuptake inhibitors (SNRIs), b) selective serotonin reuptake inhibitors (SSRIs), c)
mirtazapine, d) bupropion

Age Restrictions

Prescriber

Restrictions

Coverage Duration | Plan Year

Other Criteria

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

Off Label Uses

Depression, Panic Disorder

Part B
Prerequisite

No
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CLORAZEPATE

Products Affected

 clorazepate dipotassium

PA Criteria

Criteria Details

Exclusion Criteria

Required Medical
Information

For all indications: The prescriber must acknowledge the benefit of therapy with
this prescribed medication outweighs the potential risks for the patient. (Note:
The American Geriatrics Society identifies the use of this medication as
potentially inappropriate in older adults, meaning it is best avoided, prescribed at
reduced dosage, or used with caution or carefully monitored.) For the
management of anxiety disorders: 1) The requested drug is being used
concurrently with a selective serotonin reuptake inhibitor (SSRI) or serotonin-
norepinephrine reuptake inhibitor (SNRI) until the SSRI/SNRI becomes effective
for the symptoms of anxiety, OR 2) The patient has experienced an inadequate
treatment response, intolerance, or has a contraindication to AT LEAST TWO
agents from the following classes: a) selective serotonin reuptake inhibitors
(SSRIs), b) serotonin-norepinephrine reuptake inhibitors (SNRIs).

Age Restrictions

Prescriber
Restrictions

Coverage Duration

Short-term relief anxiety-1 month, Anxiety Disorders-4 months, All other
Diagnoses-Plan Year

Other Criteria

This Prior Authorization only applies to patients 65 years of age or older.

Indications

All FDA-approved Indications.

Off Label Uses

Part B
Prerequisite

No
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COMETRIQ

Products Affected
» Cometriq

PA Criteria

Criteria Details

Exclusion Criteria

Required Medical
Information

Diagnosis.

Age Restrictions

18 years and older

Prescriber
Restrictions

Coverage Duration

Authorization will be for 3 years.

Other Criteria

MTC - approve. Non-Small Cell Lung Cancer with RET Gene Rearrangements -
approve. Differentiated (i.e., papillary, follicular, and Hurthle) Thyroid Carcinoma-
approve if the patient's carcinoma is refractory to radioactive iodine therapy and
patient has tried a Vascular Endothelial Growth Factor Receptor (VEGFR)-targeted
therapy.

Indications

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

Off Label Uses

Non-Small Cell Lung Cancer with RET Gene Rearrangements, Differentiated (i.e.,
papillary, follicular, and Hurthle) Thyroid Carcinoma

Part B
Prerequisite

No
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COPIKTRA

Products Affected
* (Copiktra

PA Criteria

Criteria Details

Exclusion Criteria

Required Medical
Information

Diagnosis, previous therapies

Age Restrictions

18 years and older

Prescriber
Restrictions

Coverage Duration

1 year

Other Criteria

Chronic Lymphocytic Leukemia/ Small Lymphocytic Lymphoma - approve if the
patient has tried one systemic regimen (e.g., Imbruvica (ibrutinib capsules,
tablets and oral solution), Venclexta (venetoclax tablets), rituximab, Gazyva
(obinutuzumab intravenous infusion), chlorambucil, fludarabine,
cyclophosphamide, bendamustine, high-dose methylprednisolone, Campath
(alemtuzumab intravenous infusion), Calquence (acalabrutinib capsules),
Brukinsa (zanubrutinib capsules), or Arzerra (ofatumumab intravenous infusion).
T-cell lymphoma- For peripheral T-cell lymphoma, approve. For breast implant-
associated anaplastic large cell lymphoma, or hepatosplenic T-cell lymphoma,
approve if the patient has relapsed or refractory disease.

Indications

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

Off Label Uses

T-cell Lymphoma

Part B
Prerequisite

No
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COTELLIC

Products Affected
e Cotellic

PA Criteria

Criteria Details

Exclusion Criteria

Required Medical
Information

Melanoma initial - must have BRAF V600 mutation.

Age Restrictions

18 years and older

Prescriber
Restrictions

Coverage Duration

1 year

Other Criteria

Melanoma (unresectable, advanced or metastatic) - being prescribed in
combination with Zelboraf. CNS Cancer-approve if the patient has BRAF V600
mutation-positive disease AND medication is being used for one of the following
situations (i, ii, or iii): i. Adjuvant treatment of one of the following conditions (a,
b, or c¢): a) Pilocytic astrocytoma OR b) Pleomorphic xanthoastrocytoma OR c)
Ganglioglioma OR ii. Recurrent or progressive disease for one of the following
conditions (a, b, ¢ or d): a) glioma OR b) isocitrate dehydrogenase-2 (IDH2)-
mutant astrocytoma OR c) Glioblastoma or d) Oligodendroglioma OR iii.
Melanoma with brain metastases AND medication with be taken in combination
with Zelboraf (vemurafenib tablets). Histiocytic Neoplasm-approve if the patient
meets one of the following (i, ii, or iii): i. Patient has Langerhans cell histiocytosis
and one of the following (a, b, or ¢): a) Multisystem disease OR b) Pulmonary
disease OR c) Central nervous system lesions OR ii. Patient has Erdheim Chester
disease OR iii. Patient has Rosai-Dorfman disease AND C) Patient has BRAF
V600 mutation-positive disease.

Indications

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

Off Label Uses

Central Nervous System Cancer

PartB
Prerequisite

No
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CRESEMBA (ORAL)

Products Affected
e Cresemba oral

PA Criteria Criteria Details

Exclusion Criteria

Required Medical | Diagnosis
Information

Age Restrictions

Prescriber
Restrictions

Coverage Duration | 3 months

Other Criteria

Indications All FDA-approved Indications, Some Medically-accepted Indications.
Off Label Uses Candidiasis of the esophagus - HIV infection, sepsis

Part B No

Prerequisite
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CYSTEAMINE (OPHTHALMIC)

Products Affected

e (Cystadrops
e (Cystaran

PA Criteria Criteria Details

Exclusion Criteria

Required Medical | Diagnosis
Information

Age Restrictions

Prescriber Prescribed by or in consultation with an ophthalmologist or a metabolic disease
Restrictions specialist or specialist who focuses in the treatment of metabolic diseases

Coverage Duration | 1 year

Other Criteria Approve if the patient has corneal cysteine crystal deposits confirmed by slit-
lamp examination

Indications All FDA-approved Indications.

Off Label Uses

PartB No
Prerequisite

55



CYSTEAMINE (ORAL)

Products Affected
e (Cystagon

PA Criteria

Criteria Details

Exclusion Criteria

Concomitant use of Cystagon and Procysbi

Required Medical
Information

Diagnosis, genetic tests and lab results (as specified in the Other Criteria field)

Age Restrictions

Prescriber
Restrictions

Prescribed by or in consultation with a nephrologist or a metabolic disease
specialist (or specialist who focuses in the treatment of metabolic diseases)

Coverage Duration

1 year

Other Criteria Cystinosis, nephropathic-approve if the prescriber confirms the diagnosis was
confirmed by genetic testing confirming a mutation of the CTNS gene OR white
blood cell cystine concentration above the upper limit of the normal reference
range for the reporting laboratory.

Indications All FDA-approved Indications.

Off Label Uses

Part B
Prerequisite

No
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DALFAMPRIDINE

Products Affected
 dalfampridine

PA Criteria

Criteria Details

Exclusion Criteria

Required Medical
Information

Age Restrictions

18 years and older (initial and continuation therapy)

Prescriber
Restrictions

MS. If prescribed by, or in consultation with, a neurologist or MS specialist
(initial and continuation).

Coverage Duration

Initial-4months, Continuation-1 year

Other Criteria

Initial-approve if the patient is ambulatory, the requested medication is being
used to improve or maintain mobility in a patient with MS and the patient has
impaired ambulation as evaluated by an objective measure (e.g., timed 25 foot
walk and multiple sclerosis walking scale-12). Continuation-approve if the
patient is ambulatory, the requested medication is being used to improve or
maintain mobility in a patient with MS and the patient has responded to or is
benefiting from therapy.

Indications

All FDA-approved Indications.

Off Label Uses

Part B
Prerequisite

No
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DAURISMO

Products Affected
e Daurismo

PA Criteria Criteria Details

Exclusion Criteria

Required Medical | Diagnosis, medications that will be used in combination, comorbidities
Information

Age Restrictions | 18 years and older

Prescriber
Restrictions

Coverage Duration | 1 year

Other Criteria AML - approve if Daurismo will be used in combination with cytarabine.

Indications All FDA-approved Indications.

Off Label Uses

Part B No
Prerequisite
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DEFERASIROX

Products Affected
e deferasirox

PA Criteria

Criteria Details

Exclusion Criteria

Required Medical
Information

Serum ferritin level

Age Restrictions

Prescriber
Restrictions

Prescribed by or in consultation with a hematologist

Coverage Duration

1 year

Other Criteria

Transfusion-related chronic iron overload, initial therapy - approve if the patient
is receiving blood transfusions at regular intervals for various conditions (eg,
thalassemia syndromes, myelodysplastic syndrome, chronic anemia, sickle cell
disease) AND prior to starting therapy, the serum ferritin level is greater than
1,000 mcg/L. Non-transfusion-dependent thalassemia syndromes chronic iron
overload, initial therapy - approve if prior to starting therapy the serum ferritin
level is greater than 300 mcg/L. Continuation therapy - approve is the patient is
benefiting from therapy as confirmed by the prescribing physician.

Indications

All FDA-approved Indications.

Off Label Uses

Part B
Prerequisite

No
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DEXMETHYLPHENIDATE

Products Affected
« dexmethylphenidate oral tablet

PA Criteria Criteria Details

Exclusion Criteria

Required Medical | 1) The patient has a diagnosis of Attention-Deficit Hyperactivity Disorder (ADHD)
Information or Attention Deficit Disorder (ADD) OR 2) The requested drug is being prescribed
for the treatment of cancer-related fatigue after other causes of fatigue have
been ruled out.

Age Restrictions

Prescriber
Restrictions

Coverage Duration | Plan Year

Other Criteria

Indications All FDA-approved Indications, Some Medically-accepted Indications.
Off Label Uses Cancer-related fatigue

Part B No

Prerequisite
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DHE NASAL

Products Affected
 dihydroergotamine nasal

PA Criteria Criteria Details

Exclusion Criteria | Coverage will be denied when used in conjunction with potent CYP3A4 inhibitors
(e.q., ritonavir, nelfinavir, indinavir, erythromycin, clarithromycin).

Required Medical | The patient has experienced an inadequate treatment response, intolerance, or
Information has a contraindication to at least one triptan 5-HT1 receptor agonist.

Age Restrictions

Prescriber
Restrictions

Coverage Duration | Plan Year

Other Criteria

Indications All FDA-approved Indications.

Off Label Uses

Part B No
Prerequisite
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DIACOMIT

Products Affected
¢ Diacomit

PA Criteria Criteria Details

Exclusion Criteria

Required Medical | Documentation of diagnosis.
Information

Age Restrictions 6 months and older (initial therapy)

Prescriber Prescribed by or in consultation with an neurologist (initial therapy)
Restrictions

Coverage Duration | 1 year

Other Criteria Dravet Syndrome-Initial therapy-approve if the patient is concomitantly receiving
clobazam or is unable to take clobazam due to adverse events. Dravet
Syndrome-Continuation-approve if the patient is responding to therapy.

Indications All FDA-approved Indications.

Off Label Uses

Part B No
Prerequisite
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DIAZEPAM

Products Affected
 (diazepam injection
* Diazepam Intensol
* diazepam oral

PA Criteria

Criteria Details

Exclusion Criteria

Required Medical
Information

For all indications: The prescriber must acknowledge the benefit of therapy with
this prescribed medication outweighs the potential risks for the patient. (Note:
The American Geriatrics Society identifies the use of this medication as
potentially inappropriate in older adults, meaning it is best avoided, prescribed at
reduced dosage, or used with caution or carefully monitored.) For the
management of anxiety disorders: 1) The requested drug is being used
concurrently with a selective serotonin reuptake inhibitor (SSRI) or serotonin-
norepinephrine reuptake inhibitor (SNRI) until the SSRI/SNRI becomes effective
for the symptoms of anxiety, OR 2) The patient has experienced an inadequate
treatment response, intolerance, or has a contraindication to AT LEAST TWO
agents from the following classes: a) selective serotonin reuptake inhibitors
(SSRiIs), b) serotonin-norepinephrine reuptake inhibitors (SNRIs).

Age Restrictions

Prescriber
Restrictions

Coverage Duration

Short-term relief anx-1 mo, skeletal muscle spasm-3 mo, Anx Disorders-4 mo,
Other Diagnoses-PlanYR

Other Criteria

This Prior Authorization only applies to patients 65 years of age or older.

Indications

All FDA-approved Indications.

Off Label Uses

Part B
Prerequisite

No
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DIMETHYL FUMARATE

Products Affected
» Tecfidera
PA Criteria Criteria Details
Exclusion Criteria | Concurrent use with other disease-modifying agents used for multiple sclerosis
(MS).
Required Medical | Relapsing form of Multiple Sclerosis (MS), to include clinically-isolated
Information syndrome, relapsing-remitting disease, and active secondary progressive
disease

Age Restrictions

Prescriber Prescribed by or in consultation with a neurologist or MS specialist.
Restrictions

Coverage Duration | Authorization will be for 1 year.

Other Criteria

Indications All FDA-approved Indications.

Off Label Uses

Part B No
Prerequisite
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DOPTELET

Products Affected

Doptelet (10 tab pack)
Doptelet (15 tab pack)
Doptelet (30 tab pack)

PA Criteria

Criteria Details

Exclusion Criteria

Required Medical
Information

Diagnosis, platelet count, date of procedure (Thrombocytopenia with chronic
liver disease)

Age Restrictions

18 years and older (for chronic ITP-initial therapy only)

Prescriber
Restrictions

Chronic ITP-prescribed by or after consultation with a hematologist (initial
therapy)

Coverage Duration

Thrombo w/chronic liver disease-5 days, chronic ITP-initial-3 months, cont-1
year

Other Criteria

Thrombocytopenia with chronic liver disease-Approve if the patient has a current
platelet count less than 50 x 109/L AND the patient is scheduled to undergo a
procedure within 10 to 13 days after starting Doptelet therapy. Chronic ITP
initial-approve if the patient has a platelet count less than 30,000 microliters or
less than 50,000 microliters and is at an increased risk of bleeding and has tried
one other therapy or if the patient has undergone splenectomy. Continuation-
approve if the patient demonstrates a beneficial clinical response and remains at
risk for bleeding complications.

Indications

All FDA-approved Indications.

Off Label Uses

Part B
Prerequisite

No
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DRIZALMA

Products Affected
* Drizalma Sprinkle

PA Criteria

Criteria Details

Exclusion Criteria

Required Medical
Information

1) The patient has tried duloxetine capsules OR 2) The patient is unable to take
duloxetine capsules for any reason (e.g., difficulty swallowing capsules, requires
nasogastric administration).

Age Restrictions

Generalized Anxiety Disorder - 7 years of age or older

Prescriber

Restrictions

Coverage Duration | Plan Year

Other Criteria

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

Off Label Uses

Cancer pain, chemotherapy-induced neuropathic pain

Part B
Prerequisite

No
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DROXIDOPA

Products Affected
e droxidopa

PA Criteria

Criteria Details

Exclusion Criteria

Required Medical
Information

Medication history (as described in Other Criteria field)

Age Restrictions

18 years of age and older

Prescriber
Restrictions

Prescribed by or in consultation with a cardiologist or a neurologist

Coverage Duration

12 months

Other Criteria

NOH, approve if the patient meets ALL of the following criteria: a) Patient has
been diagnosed with symptomatic NOH due to primary autonomic failure
(Parkinson's disease, multiple system atrophy, pure autonomic failure),
dopamine beta-hydroxylase deficiency, or non-diabetic autonomic neuropathy,
AND b) Patient has tried midodrine

Indications

All FDA-approved Indications.

Off Label Uses

Part B
Prerequisite

No
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DUPIXENT

Products Affected

Dupixent Pen
Dupixent Syringe

PA Criteria

Criteria Details

Exclusion Criteria

Concurrent use with Xolair or another Anti-interleukin (IL) Monoclonal Antibody
(i.e., Adbry, Cinqgair, Fasenra, Nucala, Tezspire, or Xolair). Concurrent use with
Janus Kinase Inhibitors (JAKis) [oral or topical].

Required Medical
Information

Diagnosis, prescriber specialty, other medications tried and length of trials

Age Restrictions

AD-6 months and older, asthma-6 years of age and older, Esophagitis-12 and
older, Chronic Rhinosinusitis/Prurigo nodularis-18 and older

Prescriber
Restrictions

Atopic Dermatitis/prurigo nodularis-Prescribed by or in consultation with an
allergist, immunologist or dermatologist, asthma-prescribed by or in consultation
with an allergist, immunologist or pulmonologist. Rhinosinusitis-prescribed by or
in consultation with an allergist, immunologist or otolaryngologist. Esophagitis-
presc/consult-allergist or gastro

Coverage Duration

AD-Init-4mo, Cont-1 yr, asthma/Rhinosinusitis/esophagitis/prurigo nod-init-6
mo, cont 1 yr
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PA Criteria

Criteria Details

Other Criteria

AD,Init-pt 2yrs and older-pt meets a and b:a.used at least 1 med,med-high,high,
and/or super-high-potency rx top CS OR AD affecting ONLY face,eyes/lids,skin
folds,and/or genitalia and tried tacrolimus oint AND b.Inadeq efficacy was
demonstrated w/prev tx.AD, Init-pt between 6 mo and less than 2 yr-pt meets a
and b:a.used at least 1 med,med-high,high, and/or super-high-potency rx top
CS and b.inadeq efficacy was demonstrated w/prev tx OR AD affecting ONLY
face,eyes/lids,skin folds,and/or genitalia.Cont-pt responded to
Dupixent.Asthma,init-pt meets (i, ii, and iii):i.Pt meets (a or b):a)blood eosinophil
greater than or equal to 150 cells per microliter w/in prev 6 wks or within 6 wks
prior to tx with any IL tx or Xolair OR b)has oral CS-dependent asthma, AND
ii.received combo tx w/following (a and b): a)ICS AND b)1 add asthma
control/maint med(NOTE:exception to the requirement for a trial of 1 add asthma
controller/maint med can be made if pt already received anti-IL-5 tx or Xolair
used concomitantly w/an ICS AND iii.asthma uncontrolled or was uncontrolled
prior to starting anti-IL tx or Xolair defined by 1 (a, b, c, d or e): a)exper 2 or
more asthma exacer req tx with systemic CS in prev yr OR b)exper 1 or more
asthma exacer requiring hosp or ED visit in prev yr OR c)FEV1 less than
80percent predicted OR d)FEV1/FVC less than 0.80 OR e)asthma worsens
w/tapering of oral CS tx.Cont-pt meets (i and ii): i.cont to receive tx with 1 ICS or
1 1CS-containing combo inhaler AND ii.has responded to Dupixent.Chronic
rhinosinusitis w/nasal polyposis,init-pt receiving tx with an intranasal CS and
experi rhinosinusitis symptoms like nasal obstruction, rhinorrhea, or
reduction/loss of smell AND meets 1 (a or b): a)received tx w/syst CS w/in prev 2
yrs or has contraindication to systemic CS tx OR b)prior surgery for nasal polyps.
Cont-pt cont to receive tx with an intranasal CS and responded to Dupixent.
Eosino esoph, init- weighs greater than or equal to 40 kg, has dx of eosino
esophagitis confirmed by endoscopic biopsy demonstrating greater than or equal
to 15 intraepithelial eosinophils per high-power field, and does not have a
secondary cause of eosino esophagitis, and has received at least 8 wks of tx
with a Rx strength PPI. Cont-pt received at least 6mo of tx with Dupixent and has
experi reduced intraepithelial eosinophil count or decreased dysphagia/pain
upon swallowing or reduced frequency/severity of food impaction.Prurigo Nod,
init-pt has greater than or equal to 20 nodular lesions and pt has experienced
pruritus at least 6 wks, AND pt tried at least 1 high- or super-high-potency Rx

topical CS. Cont-pt received at least 6 mo of tx with Dupixent and has experi
reduced nodular lesion count, decreased pruritis or reduced nodular lesion size.

Indications

All FDA-approved Indications.

Off Label Uses
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PA Criteria

Criteria Details

PartB
Prerequisite

No
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ELMIRON

Products Affected
e Elmiron

PA Criteria

Criteria Details

Exclusion Criteria

Required Medical
Information

Age Restrictions

Prescriber

Restrictions

Coverage Duration | 3 months

Other Criteria

Indications All FDA-approved Indications.

Off Label Uses

Part B
Prerequisite

No
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ELREXFIO

Products Affected
e Elrexfio

PA Criteria

Criteria Details

Exclusion Criteria

Required Medical
Information

Diagnosis

Age Restrictions

18 years and older

Prescriber
Restrictions

Prescribed by or in consultation with an oncologist

Coverage Duration

1 year

Other Criteria

Part B versus Part D determination will be made at time of prior authorization
review per CMS guidance. Multiple myeloma-approve if per FDA approved
labeling the patient has tried at least four systemic regimens and among the
previous regimens tried, the patient has received at least one drug from each of
the following classes: proteasome inhibitor, an immunomodulatory drug and an
anti-CD38 monoclonal antibody.

Indications

All FDA-approved Indications.

Off Label Uses

Part B
Prerequisite

No
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EMGALITY

Products Affected
* Emgality Pen
* Emgality Syringe

PA Criteria

Criteria Details

Exclusion Criteria

Combination therapy with Aimovig, Vyepti or Ajovy

Required Medical
Information

Diagnosis, number of migraine or cluster headaches per month, prior therapies
tried

Age Restrictions

18 years and older

Prescriber
Restrictions

Coverage Duration

Cluster headache tx-6 months, migraine prevention-1 year

Other Criteria

Migraine headache prevention-Approve if the patient meets the following criteria
(Aand B): A) Patient has greater than or equal to 4 migraine headache days per
month (prior to initiating a migraine-preventative medication), AND B) Patient
has tried at least one standard prophylactic pharmacologic therapy (e.g.,
anticonvulsant, beta-blocker), and has had inadequate response or the patient
has a contraindication to other prophylactic pharmacologic therapies according
to the prescribing physician. A patient who has already tried an oral or injectable
calcitonin gene-related peptide (CGRP) inhibitor indicated for the prevention of
migraine or Botox (onabotulinumtoxinA injection) for the prevention of migraine
is not required to try a standard prophylactic pharmacologic therapy. Episodic
cluster headache treatment-approve if the patient has between one headache
every other day and eight headaches per day.

Indications

All FDA-approved Indications.

Off Label Uses

Part B
Prerequisite

No
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ENBREL

Products Affected

Enbrel Mini

Enbrel subcutaneous solution
Enbrel subcutaneous syringe
Enbrel SureClick

PA Criteria Criteria Details

Exclusion Criteria | Concurrent use with biologic therapy or targeted synthetic DMARD

Required Medical | Diagnosis, concurrent medications, previous therapies tried.
Information

Age Restrictions | PP-4 years and older (initial therapy)

Prescriber Initial only-RA/AS/JIA/JRA,prescribed by or in consult w/ rheumatologist.
Restrictions Psoriatic arthritis, prescribed by or in consultation w/ rheumatologist or
dermatologist.Plaque psoriasis (PP), prescribed by or in consult w/
dermatologist.GVHD,prescribed by or in consult w/ oncologist,hematologist,or
physician affiliated w/ transplant center.Behcet's disease,prescribed by or in
consult w/ rheumatologist,dermatologist,ophthalmologist,gastroenterologist,or
neurologist.

Coverage Duration | Approve through 12/31/24
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PA Criteria

Criteria Details

Other Criteria

RA initial, patient has tried one conventional synthetic DMARD for at least 3
months (note: patients who have already had a 3-month trial of a biologic for RA
are not required to step back and try a conventional synthetic DMARD). JIA/JRA,
approve if the pt has aggressive disease, as determined by the prescriber, or the
pt has tried one other systemic therapy for this condition (eg, MTX, sulfasalazine,
leflunomide, NSAID), biologic or the pt will be started on Enbrel concurrently with
MTX, sulfasalazine, or leflunomide or the pt has an absolute contraindication to
MTX (eg, pregnancy, breast feeding, alcoholic liver disease, immunodeficiency
syndrome, blood dyscrasias), sulfasalazine, or leflunomide.Plaque psoriasis (PP)
initial approve if the patient meets one of the following conditions: 1) patient has
tried at least one traditional systemic agent for at least 3 months for plaque
psoriasis, unless intolerant (eg, MTX, cyclosporine, Soriatane, oral methoxsalen
plus PUVA, (note: pts who have already tried a biologic for psoriasis are not
required to step back and try a traditional agent first) OR 2) the patient has a
contraindication to one oral agent for psoriasis such as MTX. GVHD-approve.
Behcet's. Has tried at least 1 conventional tx (eg, systemic corticosteroid,
immunosuppressant, interferon alfa, MM, etc) or adalimumab or infliximab.
RA/AS/JIA/PP/PsA Cont - must have a response to tx according to the prescriber.
Behcet's, GVHD-Cont-if the patient has had a response to tx according to the
prescriber. Clinical criteria incorporated into the Enbrel 25 mg quantity limit edit,
approve additional quantity (to allow for 50 mg twice weekly dosing) if one of the
following is met: 1) Patient has plaque psoriasis, OR 2) Patient has
RA/JIA/PsA/AS and is started and stabilized on 50 mg twice weekly dosing, OR
3) Patient has RA and the dose is being increased to 50 mg twice weekly and
patient has taken MTX in combination with Enbrel 50 mg once weekly for at
least 2 months, unless MTX is contraindicated or intolerant, OR 4) Patient has
JIA/PsA/AS and the dose is being increased to 50 mg twice weekly after taking
50 mg once weekly for at least 2 months.

Indications

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

Off Label Uses

Graft versus host disease (GVHD), Behcet's disease

Part B
Prerequisite

No
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ENDARI

Products Affected
e Endari

PA Criteria Criteria Details

Exclusion Criteria

Required Medical | Diagnosis, prescriber specialty
Information

Age Restrictions Greater than or equal to 5 years of age

Prescriber Prescribed by, or in consultation with, a physician who specializes in sickle cell
Restrictions disease (e.g., a hematologist)

Coverage Duration | Authorization will be for 1 year.

Other Criteria

Indications All FDA-approved Indications.

Off Label Uses

Part B No
Prerequisite
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EPCLUSA

Products Affected
* Epclusa

PA Criteria

Criteria Details

Exclusion Criteria

Combination use with other direct acting antivirals, excluding ribavirin.

Required Medical
Information

Genotype (including unknown), prescriber specialty, other medications tried or
used in combination with requested medication

Age Restrictions

3 years or older

Prescriber
Restrictions

Prescribed by or in consultation with a gastroenterologist, hepatologist,
infectious diseases physician, or a liver transplant physician

Coverage Duration

Will be c/w AASLD guidance and inclusive of treatment already received for the
requested drug

Other Criteria

Criteria will be applied consistent with current AASLD/IDSA guidance.

Indications

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

Off Label Uses

Indications consistent with current AASLD/IDSA guidance

Part B
Prerequisite

No
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EPIDIOLEX

Products Affected
 Epidiolex

PA Criteria

Criteria Details

Exclusion Criteria

Required Medical
Information

Diagnosis, previous therapies

Age Restrictions

Patients 1 year and older (initial therapy)

Prescriber
Restrictions

Prescribed by or in consultation with a neurologist (initial therapy)

Coverage Duration

1 year

Other Criteria

Dravet Syndrome-approve if the patient has tried or is concomitantly receiving at
least two other antiseizure drugs or if the patient has tried or is concomitantly
receiving one of Diacomit or clobazam or Fintepla. Lennox Gastaut Syndrome-
approve if the patient has tried or is concomitantly receiving at least two other
antiseizure drugs. Tuberous Sclerosis Complex-approve if the patient has tried
or is concomitantly receiving at least two other antiseizure drugs. Continuation of
therapy-approve if the patient is responding to therapy.

Indications

All FDA-approved Indications.

Off Label Uses

Part B
Prerequisite

No
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EPOETIN ALFA

Products Affected

* Procrit injection solution 10,000 unit/mL, 2,000
unit/mL, 20,000 unit/mL, 3,000 unit/mL, 4,000
unit/mL, 40,000 unit/mL

PA Criteria

Criteria Details

Exclusion Criteria

Required Medical
Information

CRF anemia in patients not on dialysis.Hemoglobin (Hb) of less than 10.0 g/dL
for adults or less than or equal to 11 g/dL for children to start.Hb less than or
equal to 11.5 g/dL for adults or 12 g/dL or less for children if previously on
epoetin alfa. Anemia w/myelosuppressive chemotx.pt must be currently
receiving myelosuppressive chemo as a non-curative treatment, and Hb 10.0
g/dL or less to start.Hb less than or equal to 12.0 g/dL if previously on epoetin
alfa. MDS, approve if Hb is 10 g/dL or less or serum erythropoietin level is 500
mU/mL or less to start.Previously receiving EA, approve if Hb is 12.0 g/dL or
less. Anemia in HIV with zidovudine, Hb is 10.0 g/dL or less or endogenous
erythropoietin levels are 500 mU/mL or less at tx start.Previously on EA approve
if Hb is 12.0 g/dL or less. Surgical pts to reduce RBC transfusions - Hgb is less
than or equal to 13, surgery is elective, nonvascular and non-cardiac and pt is
unwilling or unable to donate autologous blood prior to surgery

Age Restrictions

MDS anemia = 18 years of age and older

Prescriber
Restrictions

MDS anemia, myelofibrosis- prescribed by or in consultation with, a
hematologist or oncologist.

Coverage Duration

Chemo-6m,Transfus-1m, CKD-1yr, Myelofibrosis-init-3 mo, cont-1 yr, all others-
1yr

Other Criteria

Myelofibrosis-Initial-patient has a Hb less than 10 or serum erythropoietin less
than or equal to 500 Mu/mL. Cont-approve if according to the prescriber the
patient has had a response. Anemia in patients with chronic renal failure on
dialysis - deny under Medicare Part D (claim should be submitted under the
ESRD bundled payment benefit).

Indications

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

Off Label Uses

Anemia due to myelodysplastic syndrome (MDS), Myelofibrosis
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PA Criteria

Criteria Details

PartB
Prerequisite

No
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ERGOTAMINE

Products Affected
* ergotamine-caffeine

PA Criteria Criteria Details

Exclusion Criteria | Coverage will be denied when used in conjunction with potent CYP3A4 inhibitors
(e.q., ritonavir, nelfinavir, indinavir, erythromycin, clarithromycin).

Required Medical | The patient has experienced an inadequate treatment response, intolerance, or
Information has a contraindication to at least ONE triptan 5-HT1 agonist.

Age Restrictions

Prescriber
Restrictions

Coverage Duration | Plan Year

Other Criteria

Indications All FDA-approved Indications.

Off Label Uses

Part B No
Prerequisite
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ERIVEDGE

Products Affected
e Erivedge

PA Criteria

Criteria Details

Exclusion Criteria

BCC (La or Met) - must not have had disease progression while on 0domzo.

Required Medical
Information

Age Restrictions

18 years and older

Prescriber
Restrictions

Coverage Duration

1 year

Other Criteria

Basal cell carcinoma, locally advanced-patients new to therapy-approve if the
patient has tried Odomzo. Central nervous system cancer (this includes brain
and spinal cord tumors)-approve if the patient has medulloblastoma, the patient
has tried at least one chemotherapy agent and according to the prescriber, the
patient has a mutation of the sonic hedgehog pathway. Basal cell carcinoma,
metastatic (this includes primary or recurrent nodal metastases and distant
metastases)-approve.

Indications

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

Off Label Uses

Central nervous System Cancer

Part B
Prerequisite

No
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ERLEADA

Products Affected
e FErleada

PA Criteria Criteria Details

Exclusion Criteria

Required Medical | Diagnosis
Information

Age Restrictions | 18 years and older

Prescriber
Restrictions

Coverage Duration | 1 year

Other Criteria Prostate cancer-non-metastatic, castration resistant and prostate cancer-
metastatic, castration sensitive-approve if the requested medication will be used
in combination with a gonadotropin-releasing hormone (GnRH) agonist or if the
patient has had a bilateral orchiectomy.

Indications All FDA-approved Indications.

Off Label Uses

Part B No
Prerequisite
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ERLOTINIB

Products Affected
e erlotinib

PA Criteria

Criteria Details

Exclusion Criteria

Required Medical
Information

Diagnosis

Age Restrictions

18 years and older

Prescriber
Restrictions

Coverage Duration

Authorization will be for 1 year

Other Criteria

Advanced or Metastatic NSCLC, approve if the patient has sensitizing EGFR
mutation positive non-small cell lung cancer as detected by an approved test.
Note-Examples of sensitizing EGFR mutation-positive non-small cell lung cancer
include the following mutations: exon 19 deletions, exon 21 (L858R) substitution
mutations, L861Q, G719X and S768I. Advanced RCC, approve if the patient has
recurrent or advanced non-clear cell histology RCC or if the patient had
hereditary leiomyomatosis and renal cell carcinoma and erlotinib will be used in
combination with bevacizumab. Bone cancer-approve if the patient has
chordoma and has tried one previous therapy. Pancreatic cancer-approve if the
medication is used in combination with gemcitabine and if the patient has locally
advanced, metastatic or recurrent disease. Vulvar cancer-approve if the patient
has advanced, recurrent or metastatic disease.

Indications

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

Off Label Uses

Renal Cell Carcinoma, vulvar cancer and Bone Cancer-Chordoma.

Part B
Prerequisite

No
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EVEROLIMUS

Products Affected
 everolimus (antineoplastic)

PA Criteria Criteria Details

Exclusion Criteria

Required Medical | Breast Cancer-HER2 status, hormone receptor (HR) status.
Information

Age Restrictions | All dx except TSC associated SEGA, renal angiomyolipoma or partial onset
seizures-18 years and older.

Prescriber
Restrictions

Coverage Duration | Authorization will be for 1 year
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PA Criteria

Criteria Details

Other Criteria

Breast Cancer-approve if pt meets ALL the following (A, B, C, D, E, and F):A)pt
has recurrent or metastatic,HR+ disease AND B)pt has HER2-negative breast
cancer AND C)pt has tried at least 1 prior endocrine therapy AND D)pt meets 1 of
the following conditions (i or ii):i.pt is @ postmenopausal woman or man OR ii.pt
is pre/perimenopausal woman AND is receiving ovarian suppression/ablation
with a GnRH agonist, or has had surgical bilateral oophorectomy or ovarian
irradiation AND E)pt meets 1 of the following conditions (i or ii): i.Afinitor will be
used in combo with exemestane and pt meets 1 of the following:pt is male and
is receiving a GnRH analog or pt is a woman or ii. Afinitor will be used in combo
with fulvestrant or tamoxifen AND F)pt has not had disease progression while on
Afinitor. RCC, relapsed or Stage IV disease-approve if using for non-clear cell
disease or if using for clear cell disease, pt has tried 1 prior systemic therapy
(e.q., Inlyta, Votrient, Sutent, Cabometyx, Nexavar).TSC Associated SEGA-
approve if pt requires therapeutic intervention but cannot be curatively resected.
Thymomas and Thymic Carcinomas-approve if pt has tried chemotherapy or
cannot tolerate chemotherapy.TSC associated renal angiomyolipoma -approve.
WMY/LPL - approve if pt has progressive or relapsed disease or if pt has not
responded to primary therapy. Thyroid Carcinoma, differentiated-approve if pt is
refractory to radioactive iodine therapy. Endometrial Carcinoma-approve if
Afinitor will be used in combo with letrozole. GIST-approve if pt has tried 2 of the
following drugs: Sutent, Sprycel, Stivarga, Ayvakit, Qinlock or imatinib AND there
is confirmation that Afinitor will be used in combo with 1 of these drugs (Sutent,
Stivarga, or imatinib) in the treatment of GIST. TSC-associated partial-onset
seizures-approve. NET tumors of the pancreas, Gl Tract, Lung and Thymus
(carcinoid tumors)-approve. Soft tissue sarcoma-approve if pt has perivascular
epithloid cell tumors (PE Coma) or recurrent
angiomyolipoma/lymphangioleiomyomatosis. Classic hodgkin lymphoma-
approve if pt has relapsed or refractory disease. Histiocytic neoplasm-approve if
pt has Erdheim-Chester disease or, Rosai-Dorfman disease or Langerhans cell
histiocytosis with bone disease, central nervous system lesions, multisystem
disease or pulmonary disease. Patient must also have PIK3CA mutation. Uterine
Sarcoma-approve if the patient has advanced, recurrent, metastatic, or
inoperable disease, AND has a perivascular epithelioid cell tumor (PEComa),

AND has tried at least one systemic regimen. Note: Examples of systemic
regimen include doxorubicin, docetaxel, gemcitabine, ifosfamide, dacarbazine.

Indications

All FDA-approved Indications, Some Medically-accepted Indications.
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PA Criteria Criteria Details

Off Label Uses neuroendocrine tumors of the thymus (Carcinoid tumors). Soft tissue sarcoma,
classical Hodgkin lymphoma, Waldenstroms
Macroglobulinemia/Lymphoplasmacytic Lymphoma (WM/LPL), Thymomas and
Thymic carcinomas, Differentiated Thyroid Carcinoma, Endometrial Carcinoma,
Gastrointestinal Stromal Tumors (GIST), men with breast cancer, Pre-peri-
menopausal women with breast cancer, Histiocytic Neoplasm, uterine sarcoma

Part B No
Prerequisite
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EXKIVITY

Products Affected
e Exkivity

PA Criteria Criteria Details

Exclusion Criteria

Required Medical | Diagnosis
Information

Age Restrictions | 18 years and older

Prescriber
Restrictions

Coverage Duration | 1 year

Other Criteria Non-Small Cell Lung Cancer (NSCLC)-approve if the patient meets (A, B and C):
A) Patient has locally advanced or metastatic NSCLC AND B) Patient has
epidermal growth factor receptor (EGFR) exon 20 insertion mutation, as
determined by an approved test AND C) Patient has previously tried at least one
platinum-based chemotherapy.

Indications All FDA-approved Indications.

Off Label Uses

Part B No
Prerequisite
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FABRAZYME

Products Affected
e Fabrazyme

PA Criteria

Criteria Details

Exclusion Criteria

Required Medical
Information

Diagnosis, genetic and lab test results

Age Restrictions

Prescriber
Restrictions

Prescribed by or in consultation with a geneticist, endocrinologist, a metabolic
disorder sub-specialist, or a physician who specializes in the treatment of
lysosomal storage disorders

Coverage Duration

1 year

Other Criteria Approve if the patient has a laboratory test demonstrating deficient alpha-
galactosidase A activity in leukocytes or fibroblasts OR has a molecular genetic
test demonstrating mutations in the galactosidase alpha gene.

Indications All FDA-approved Indications.

Off Label Uses

Part B
Prerequisite

No
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FANAPT

Products Affected
* Fanapt

PA Criteria

Criteria Details

Exclusion Criteria

Required Medical
Information

For treatment of schizophrenia: 1) The patient experienced an inadequate
treatment response, intolerance, or contraindication to one of the following
generic products: aripiprazole, asenapine, olanzapine, quetiapine, risperidone,
ziprasidone AND 2) The patient experienced an inadequate treatment response,
intolerance, or contraindication to one of the following brand products: Latuda,
Rexulti, Secuado, Vraylar.

Age Restrictions

Prescriber

Restrictions

Coverage Duration | Plan Year

Other Criteria

Indications All FDA-approved Indications.

Off Label Uses

Part B
Prerequisite

No
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FASENRA

Products Affected

e Fasenra
e Fasenra Pen

PA Criteria

Criteria Details

Exclusion Criteria

Concurrent use with another monoclonal antibody therapy.

Required Medical
Information

Diagnosis, severity of disease, peripheral blood eosinophil count, previous
therapies tried and current therapies, FEV1/FVC

Age Restrictions

12 years of age and older

Prescriber
Restrictions

Prescribed by or in consultation with an allergist, immunologist, or pulmonologist

Coverage Duration

Authorization will be for 6 months initial, 12 months continuation.

Other Criteria

Initial - must have peripheral blood eosinophil count of greater than or equal to
150 cells per microliter within the previous 6 weeks or within 6 weeks prior to
treatment with Fasenra or another monoclonal antibody therapy that may lower
blood eosinophil levels AND meet both of the following criteria: 1) Patient has
received combination therapy with an inhaled corticosteroid AND at least one
additional asthma controller or asthma maintenance medication (Examples:
LABA, LAMA, leukotrienes, monoclonal antibodies for asthma) AND 2) Patient's
asthma is uncontrolled or was uncontrolled prior to receiving Fasenra or another
monoclnal antibody therapy for asthma as defined by ONE of the following: a)
patient experienced one or more asthma exacerbations requiring treatment with
systemic corticosteroids in the previous year, OR b) patient experienced one or
more asthma exacerbation requiring hospitalization, an urgent care visit or an
Emergency Department (ED) visit in the previous year, OR c) patient has a FEV1
less than 80 percent predicted, OR d) Patient has an FEV1/FVC less than 0.80,
OR e) Patient's asthma worsens upon tapering of oral corticosteroid therapy.
Continuation - The patient has responded to Fasenra therapy as determined by
the prescribing physician (e.g., decreased asthma exacerbations, decreased
asthma symptoms, decreased hospitalizations, emergency department
(ED)/urgent care, or physician visits due to asthma, decreased requirement for
oral corticosteroid therapy) AND patient continues to receive therapy with an
inhaled corticosteroid.

Indications

All FDA-approved Indications.
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PA Criteria

Criteria Details

Off Label Uses

Part B
Prerequisite

No
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FINGOLIMOD

Products Affected
* fingolimod

PA Criteria Criteria Details

Exclusion Criteria | Concurrent use of fingolimod with other disease-modifying agents used for
multiple sclerosis (MS).

Required Medical | Relapsing form of Multiple Sclerosis (MS), to include clinically-isolated
Information syndrome, relapsing-remitting disease, and active secondary progressive
disease

Age Restrictions | 10 years and older

Prescriber Prescribed by, or in consultation with, a neurologist or an MS specialist.
Restrictions

Coverage Duration | Authorization will be for 1 year.

Other Criteria

Indications All FDA-approved Indications.

Off Label Uses

Part B No
Prerequisite
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FINTEPLA

Products Affected
* Fintepla

PA Criteria

Criteria Details

Exclusion Criteria

Required Medical
Information

Diagnosis

Age Restrictions

2 years and older (initial therapy)

Prescriber
Restrictions

Prescribed by or in consultation with an neurologist (initial therapy)

Coverage Duration

1 year

Other Criteria

Dravet Syndrome-Initial therapy-approve if the patient has tried or is
concomitantly receiving at least two other antiepileptic drugs or patient has tried
or is concomitantly receiving Epidiolex, Clobazam or Diacomit. Dravet
Syndrome-Continuation-approve if the patient is responding to therapy. Lennox-
Gastaut Syndrome, initial-approve if the patient has tried or is concomitantly
receiving at least two other antiepileptic drugs. Lennox-Gastaut Syndrome,
continuation-approve if the patient is responding to therapy.

Indications

All FDA-approved Indications.

Off Label Uses

Part B
Prerequisite

No
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FIRMAGON

Products Affected
* Firmagon kit w diluent syringe

PA Criteria Criteria Details

Exclusion Criteria

Required Medical | Diagnosis
Information

Age Restrictions

Prescriber Prescribed by or in consultation with a oncologist
Restrictions

Coverage Duration | 1 year

Other Criteria Part B versus Part D determination will be made at time of prior authorization
review per CMS guidance. Patients new to therapy, are required to try Eligard or
Orgovyx prior to approval of Firmagon.

Indications All FDA-approved Indications.

Off Label Uses

Part B No
Prerequisite
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FLUCYTOSINE

Products Affected
* flucytosine

PA Criteria

Criteria Details

Exclusion Criteria

Required Medical
Information

Age Restrictions

Prescriber

Restrictions

Coverage Duration | 6 weeks

Other Criteria

Indications All FDA-approved Indications.

Off Label Uses

Part B
Prerequisite

No
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FOTIVDA

Products Affected
e Fotivda

PA Criteria Criteria Details

Exclusion Criteria

Required Medical | Diagnosis, other therapies
Information

Age Restrictions | 18 years and older

Prescriber
Restrictions

Coverage Duration | Authorization will be for 1 year

Other Criteria Renal Cell Carcinoma (RCC)-approve if the patient has relapsed or Stage IV
disease and has tried at least two other systemic regimens. Note: Examples of
systemic regimens for renal cell carcinoma include axitinib tablets, axitinib +
pembrolizumab injection, cabozantinib tablets, cabozantinib + nivolumab
injection, sunitinib malate capsules, pazopanib tablets, sorafenib tablets, and
lenvatinib capsules + everolimus.

Indications All FDA-approved Indications.

Off Label Uses

Part B No
Prerequisite
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FRUZAQLA

Products Affected
e Fruzagla

PA Criteria

Criteria Details

Exclusion Criteria

Required Medical
Information

Diagnosis

Age Restrictions

18 years of age and older

Prescriber
Restrictions

Coverage Duration

1 year

Other Criteria

Colon cancer, rectal cancer, or appendiceal cancer-Approve if the patient meets
the following (A and B): A.Patient has advanced or metastatic disease, AND
B.Patient has previously been treated with the following (i, ii, and iii):
i.Fluoropyrimidine-, oxaliplatin-, and irinotecan-based chemotherapy, Note:
Examples of fluoropyrimidine agents include 5-fluorouracil (5-FU) and
capecitabine. AND ii.An anti-vascular endothelial growth factor (VEGF) agent,
Note: Examples of anti-VEGF agents include bevacizumab. AND iii. If the tumor
is RAS wild-type (KRAS wild-type and NRAS wild-type) [that is, the tumor or
metastases are KRAS and NRAS mutation negative], the patient meets ONE of
the following (a or b): a.According to the prescriber, anti-epidermal growth factor
receptor (EGFR) therapy is NOT medically appropriate, OR b. The patient has
received an anti-EGFR therapy. Note: Examples of anti-EGFR therapy includes
Erbitux (cetuximab intravenous infusion) and Vectibix (panitumumab intravenous
infusion).

Indications

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

Off Label Uses

Appendiceal cancer

PartB
Prerequisite

No

98




FYCOMPA

Products Affected
e Fycompa

PA Criteria

Criteria Details

Exclusion Criteria

Required Medical
Information

For treatment of partial-onset seizures: 1) The patient experienced an
inadequate treatment response, intolerance, or contraindication to a generic
anticonvulsant AND 2) The patient has experienced an inadequate treatment
response, intolerance, or contraindication to any of the following: Aptiom,
Vimpat, Xcopri, Spritam. For adjunctive treatment of primary generalized tonic-
clonic seizures: 1) The patient experienced an inadequate treatment response,
intolerance, or contraindication to a generic anticonvulsant AND 2) The patient
experienced an inadequate treatment response, intolerance, or contraindication
to one of the following: Vimpat, Spritam.

Age Restrictions

Partial-onset seizures: 4 years of age or older. Primary generalized tonic-clonic
seizures: 12 years of age or older

Prescriber

Restrictions

Coverage Duration | Plan Year

Other Criteria

Indications All FDA-approved Indications.

Off Label Uses

Part B
Prerequisite

No
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GATTEX

Products Affected

e (attex 30-Vial
e (attex One-Vial

PA Criteria

Criteria Details

Exclusion Criteria

Required Medical
Information

Diagnosis

Age Restrictions

1 year and older

Prescriber
Restrictions

Prescribed by or in consultation with a gastroenterologist (initial and
continuation)

Coverage Duration

1 year

Other Criteria Initial-approve if the patient is currently receiving parenteral nutrition on 3 or
more days per week or according to the prescriber, the patient is unable to
receive adequate total parenteral nutrition required for caloric needs.
Continuation-approve if the patient has experienced improvement.

Indications All FDA-approved Indications.

Off Label Uses

Part B
Prerequisite

No
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GAVRETO

Products Affected
e Gavreto

PA Criteria

Criteria Details

Exclusion Criteria

Required Medical
Information

Diagnosis

Age Restrictions

NSCLC-18 years and older, thyroid cancer-12 years and older

Prescriber
Restrictions

Coverage Duration

1 year

Other Criteria

NSCLC-approve if the patient has metastatic disease and rearranged during
transfection (RET) fusion-positive disease detected by an Food and Drug
Administration (FDA) approved test. Thyroid cancer-approve if the patient has
rearranged during transfection (RET) fusion-positive disease or RET-mutation
positive disease and has anaplastic thyroid cancer or the patient has medullary
thyroid cancer or the disease is radioactive iodine-refractory.

Indications

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

Off Label Uses

Medullary Thyroid Cancer

Part B
Prerequisite

No
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GILOTRIF

Products Affected
e Gilotrif

PA Criteria

Criteria Details

Exclusion Criteria

Required Medical
Information

For NSCLC - EGFR exon deletions or mutations, or if NSCLC is squamous cell
type

Age Restrictions

18 years and older

Prescriber
Restrictions

Coverage Duration

Authorization will be for 1 year

Other Criteria

NSCLC EGFR pos - For the treatment of advanced or metastatic non small cell
lung cancer (NSCLC)-approve if the patient has sensitizing EGFR mutation-
positive NSCLC as detected by an approved test. Note: examples of sensitizing
EGFR mutation-positive NSCLC include the following mutations : exon 19
deletions, exon 21 (L858R) substitution mutations, L861Q, G719X and S768I.
NSCLC metastatic squamous cell must have disease progression after treatment
with platinum based chemotherapy. Head and neck cancer-approve if the
patient has non-nasopharyngeal head and neck cancer and the patient has
disease progression on or after platinum based chemotherapy. (Part B before
Part D Step Therapy - applies only to beneficiaries enrolled in an MA-PD plan)

Indications

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

Off Label Uses

Head and neck cancer

Part B
Prerequisite

Yes
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GLATIRAMER

Products Affected

e glatiramer
e (latopa

PA Criteria Criteria Details

Exclusion Criteria | Concurrent use with other disease-modifying agent used for multiple sclerosis

Required Medical | Relapsing form of Multiple Sclerosis (MS), to include clinically-isolated
Information syndrome, relapsing-remitting disease, and active secondary progressive
disease

Age Restrictions

Prescriber Prescribed by or after consultation with a neurologist or an MS specialist.
Restrictions

Coverage Duration | Authorization will be for 1 year.

Other Criteria

Indications All FDA-approved Indications.

Off Label Uses

PartB No
Prerequisite

103



GLUCAGON-LIKE PEPTIDE-1 AGONISTS

Products Affected

* Bydureon BCise
e Mounjaro

* (0zempic subcutaneous pen injector 0.25 mg or
0.5 mg (2 mg/3 mL), 0.25 mg or 0.5 mg(2

mg/1.5 mL), 1 mg/dose (4 mg/3 mL), 2 mg/dose
(8 mg/3 mL)

Rybelsus

Trulicity

PA Criteria

Criteria Details

Exclusion Criteria

Required Medical
Information

Diagnosis

Age Restrictions

Prescriber
Restrictions

Coverage Duration

Authorization will be for 1 year

Other Criteria

Indications

All FDA-approved Indications.

Off Label Uses

PartB
Prerequisite

No
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GONADOTROPIN-RELEASING HORMONE AGONISTS -
INJECTABLE LONG ACTING

Products Affected

Eligard

Eligard (3 month)
Eligard (4 month)
Eligard (6 month)

 leuprolide subcutaneous kit
e Lupron Depot

PA Criteria

Criteria Details

Exclusion Criteria

Required Medical
Information

Age Restrictions

Prescriber
Restrictions

Prostate cancer-prescr/consult with oncologist or urologist. For the treatment of
other cancer diagnosis must be prescribed by or in consultation with an
oncologist.

Coverage Duration

uterine leiomyomata approve 3months/all other dx 12 mo

Other Criteria

Indications

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

Off Label Uses

Ovarian cancer, breast cancer, prophylaxis or treatment of uterine bleeding or
menstrual suppression in patients with hematologic malignancy or undergoing
cancer treatment or prior to bone marrow/stem cell transplantation, head and
neck cancer-salivary gland tumors

Part B
Prerequisite

No
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GRALISE

Products Affected

e (ralise oral tablet extended release 24 hr

PA Criteria

Criteria Details

Exclusion Criteria

Required Medical
Information

Age Restrictions

Prescriber
Restrictions

Coverage Duration

Authorization will be for 12 months.

Other Criteria

Indications

All Medically-accepted Indications.

Off Label Uses

Part B
Prerequisite

No
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GROWTH HORMONE

Products Affected
* Genotropin
e Genotropin MiniQuick
PA Criteria Criteria Details

Exclusion Criteria

Pediatric patients with closed epiphyses

Required Medical
Information

Pediatric growth hormone deficiency (GHD): Patient (pt) is a neonate or was
diagnosed with GHD as a neonate OR meets any of the following: 1) younger
than 2.5 years old (yo) with pre-treatment (pre-tx) height (ht) more than 2
standard deviations (SD) below mean and slow growth velocity OR 2) 2.5 yo or
older AND one of the following: a) pre-tx 1-year ht velocity more than 2 SD
below mean OR b) pre-tx ht more than 2 SD below mean and 1-year ht velocity
more than 1 SD below mean, AND patient meets any of the following: 1) failed 2
pre-tx growth hormone (GH) stimulation tests (peak below 10 ng/mL), OR 2)
pituitary/central nervous system (CNS) disorder (e.g., genetic defects, acquired
structural abnormalities, congenital structural abnormalities) and pre-tx insulin-
like growth factor-1 (IGF-1) more than 2 SD below mean. Turner syndrome: 1)
Confirmed by karyotyping AND 2) pre-tx ht is less than the 5th percentile for
age. Small for gestational age (SGA): 1) Birth weight (wt) less than 25009 at
gestational age (GA) greater than 37 weeks, OR birth wt or length below 3rd
percentile for GA or at least 2 SD below mean for GA, AND 2) did not manifest
catch-up growth by age 2.

Age Restrictions

SGA: 2 years of age or older

Prescriber
Restrictions

Prescribed by or in consultation with an endocrinologist, pediatric
endocrinologist, nephrologist, infectious disease specialist,
gastroenterologist/nutritional support specialist, or geneticist.

Coverage Duration

Plan Year
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PA Criteria

Criteria Details

Other Criteria

Adult GHD: Pt meets any of the following: 1) failed 2 pre-tx GH stimulation tests,
OR 2) pre-tx IGF-1 more than 2 SD below mean AND failed 1 pre-tx GH
stimulation test. (Note: Stimulation tests include: a) insulin tolerance test [ITT]
[peak GH less than or equal to 5 ng/ml], or b) Macrilen-stimulation test [peak GH
level less than 2.8ng/ml], or ¢) glucagon-stimulation test [GST] [peak GH level
less than or equal to 3 ng/ml] for pt with a body mass index [BMI] 25-30 kg/m2
and high pretest probability of GHD [e.g., acquired structural abnormalities] or
BMI less than 25 kg/m2, or d) GST [peak GH level less than or equal to 1 ng/ml]
in pt with BMI 25-30 kg/m2 and low pretest probability of GHD or BMI greater
than 30 kg/m2), OR 3) organic hypothalamic-pituitary disease (e.g., suprasellar
mass with previous surgery and cranial irradiation) with 3 or more pituitary
hormone deficiencies AND pre-tx IGF-1 more than 2 SD below mean, OR 4)
genetic or structural hypothalamic-pituitary defects, OR 5) childhood-onset GHD
with congenital (genetic or structural) abnormality of the
hypothalamus/pituitary/CNS. Renewal for pediatric GHD, TS, SGA, and adult
GHD: Patient is experiencing improvement.

Indications

All Medically-accepted Indications.

Off Label Uses

Part B
Prerequisite

No
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HAEGARDA

Products Affected
* Haegarda

PA Criteria

Criteria Details

Exclusion Criteria

Required Medical
Information

For hereditary angioedema: The requested drug is being used for the prevention
of acute angioedema attacks. Patient has hereditary angioedema (HAE) with C1
inhibitor deficiency or dysfunction confirmed by laboratory testing OR patient has
hereditary angioedema with normal C1 inhibitor confirmed by laboratory testing.
For patients with HAE with normal C1 inhibitor, EITHER 1) Patient tested positive
for an F12, angiopoietin-1, plasminogen, kininogen-1 (KNG1), heparan sulfate-
glucosamine 3-0-sulfotransferase 6 (HS3ST6), or myoferlin (MYOF) gene
mutation OR 2) Patient has a family history of angioedema and the angioedema
was refractory to a trial of high-dose antihistamine therapy for at least one
month.

Age Restrictions

6 years of age or older

Prescriber Prescribed by or i