»¢ EmblemHealth

2024 Prior Authorization (PA) Criteria

Certain drugs require prior authorization from EmblemHealth Medicare PDP Medicare Plans.
This means that your doctor must contact us to get approval before prescribing the drug to
you. If your doctor does not get prior approval, the drug may not be covered.

This list also includes drugs that may be covered under Medicare Part B or Part D depending
on how the drugs are used or administered. If your drug is on this list, your doctor should call
us and to provide information describing the use and administration of the drug so we can
advise on whether the drug will be covered.

To see if your drug is on the list refer to the index located at the end of this document for
the medication you are looking for.
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»¢ EmblemHealth

ACTEMRA

Products Affected
o Actemra intravenous

PA Criteria Criteria Details

Exclusion Concurrent Use with a Biologic Disease-Modifying Antirheumatic Drug

Criteria (DMARD) or Targeted Synthetic DMARD. Exclude for indication of
COVID-19 treatment in hospitalized patients (ie, non-D use).

Required Diagnosis, concurrent medications, previous drugs tried.

Medical

Information

Age Restrictions

N/A

Prescriber
Restrictions

RA, SJIA, PJIA, GCA - Prescribed by or in consultation with a
rheumatologist (initial therapy).

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, a
preferred adalimumab product, Orencia, Rinvog 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: Cimzia, infliximab, golimumab SC/IV, or a non-preferred
adalimumab product will also count. A trial of multiple adalimumab
products counts as ONE product). 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, Orencia, Xeljanz or a preferred
adalimumab product. (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. A trial
of multiple adalimumab products counts as ONE product.), OR B) patient
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»¢ EmblemHealth

PA Criteria Criteria Details

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. Please Note: preferred adalimumab products include Humira
(NDC:s starting with -00074), Cyltezo, Hyrimoz (NDCs starting with -
61314), adalimumab-adaz, adalimumab-adbm.

Indications All FDA-approved Indications.

Off-Label Uses N/A

Part B No
Prerequisite
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»¢ EmblemHealth
ACTEMRA SQ

Products Affected

o Actemra ACTPen o Actemra subcutaneous

PA Criteria Criteria Details

Exclusion Concurrent use with a Biologic DMARD or Targeted Synthetic DMARD.
Criteria

Required Diagnosis, concurrent medications, previous drugs tried.

Medical

Information

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). 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, a
preferred adalimumab product, Orencia, Rinvog 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: Cimzia, infliximab, golimumab SC/IV, 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, Orencia, Xeljanz or a
preferred adalimumab product. (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
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»¢ EmblemHealth

PA Criteria Criteria Details

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. Please Note:
preferred adalimumab products include Humira (NDCs starting with -
00074), Cyltezo, Hyrimoz (NDCs starting with -61314), adalimumab-adaz,
adalimumab-adbm.

Indications All FDA-approved Indications.

Off-Label Uses N/A

Part B No
Prerequisite
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ACTHAR

Products Affected

e Acthar

PA Criteria Criteria Details

Exclusion N/A

Criteria

Required Diagnosis, prescriber or consulting physician specialty, previous
Medical medications tried and response

Information

Age Restrictions

Infantile spasms- less than 2yo. Acute MS exac-adult

Prescriber
Restrictions

Infant spasms, prescr physician who consulted w/specializes in neurology.
MS exacer, prescr/consult w/neuro/phys specializes MS.RA, JIA/JRA, AS,
PsA, SLE, Systemic Dermatomyositis, prescr/consult w/rheum.Severe
Erythema Multiforme, prescr/consult w/derm.Serum
Sickness,prescr/consult w/allergist.Severe acute/chronic allergic/inflamm
processes of eye and its adnexa, prescr/consult w/
ophthalmologist.Symptomatic Sarcoidosis, prescr/consult
w/pulm/cardio.Nephrotic Syndrome, prescr/consult w/nephro.

Coverage
Duration

All diagnoses-1 month

Other Criteria

For acute MS exacerbation, approve if Acthar is NOT being used as pulse
therapy on a monthly basis. For all other FDA approved diagnoses (other
than Infantile spasms or MS exacerbation), approve if the patient has tried
a systemic corticosteroid for the current condition and patient has
experienced a severe adverse effect or treatment failure with the
corticosteroid (e.g., a psychotic reaction). In addition, for all covered
diagnoses, except infantile spasms, patients must have a trial of Cortrophin
prior to approval of Acthar.

Indications

All FDA-approved Indications.

Off-Label Uses

N/A
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»¢ EmblemHealth

PA Criteria Criteria Details

Part B No
Prerequisite
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» EmblemHealth
ACYCLOVIR (TOPICAL)

Products Affected

« acyclovir topical cream o Zovirax topical cream

« acyclovir topical ointment « Zovirax topical ointment
PA Criteria Criteria Details

Exclusion N/A

Criteria

Required Medication history (as described in Other Criteria field)
Medical

Information

Age Restrictions

Acyclovir 5 percent cream, 12 yrs or older

Prescriber N/A
Restrictions

Coverage 12 months
Duration

Other Criteria

If the request is for brand name Zovirax 5 percent ointment, the patient is
required to have tried generic acyclovir 5 percent ointment AND cannot
use the generic product due to a formulation difference in the inactive
ingredient(s) [e.g., difference in dyes, fillers, preservatives] between the
brand and the bioequivalent generic product, which per the prescribing
physician, would result in a significant allergy or serious adverse reaction.

Indications All FDA-approved Indications.
Off-Label Uses N/A
Part B No

Prerequisite
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» EmblemHealth
ADAKVEO

Products Affected
o Adakveo

PA Criteria Criteria Details

Exclusion N/A
Criteria

Required Diagnosis
Medical

Information

Age Restrictions | 16 years and older (initial and continuation)

Prescriber Prescribed by, or in consultation with, a physician who specializes in sickle
Restrictions cell disease (initial and continuation)

Coverage 1 year

Duration

Other Criteria Sickle Cell Disease Initial-approve if the patient has had at least one sickle
cell-related crisis in the previous 12-month period, AND patient meets one
of the following criteria (a, b, or c): a. Patient is currently receiving a
hydroxyurea product OR b. patient has tried a hydroxyurea product and has
experienced inadequate efficacy or significant intolerance OR c. patient is
not a candidate for hydroxyurea therapy. Cont-approve if the patient is
receiving clinical benefit from Adakveo therapy.

Indications All FDA-approved Indications.

Off-Label Uses N/A

Part B No
Prerequisite
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ADALIMUMAB OTHER
Products Affected
o Abrilada(CF) Pen o Hyrimoz (Preferred NDCs starting with
« Abrilada(CF) subcutaneous syringe kit 20 61314)
mg/0.4 mL, 40 mg/0.8 mL o Hyrimoz Pen (Preferred NDCs starting
o adalimumab-aacf with 61314)
» adalimumab-adaz e Hyrimoz Pen Crohn's-UC Starter
 adalimumab-adbm subcutaneous pen (Preferred NDCs starting with 61314)
injector kit o Hyrimoz Pen Psoriasis Starter (Preferred
 adalimumab-adbm subcutaneous syringe NDCs starting with 61314)
kit 10 mg/0.2 mL, 20 mg/0.4 mL, 40 o Hyrimoz(CF) (Preferred NDCs starting
mg/0.8 mL with 61314) subcutaneous syringe 10
» adalimumab-adbm(CF) pen Crohns mg/0.1 mL, 20 mg/0.2 mL, 40 mg/0.4 mL
« adalimumab-adbm(CF) pen PS-UV o Hyrimoz(CF) Pedi Crohn Starter
« adalimumab-fkjp subcutaneous pen (Preferred NDCs starting with 61314)
injector kit subcutaneous syringe 80 mg/0.8 mL, 80
 adalimumab-fkjp subcutaneous syringe kit mg/0.8 mL- 40 mg/0.4 mL
20 mg/0.4 mL, 40 mg/0.8 mL o Hyrimoz(CF) Pen (Preferred NDCs
o Cyltezo(CF) Pen starting with 61314)
o Cyltezo(CF) Pen Crohn's-UC-HS « ldacio(CF)
o Cyltezo(CF) Pen Psoriasis-UV « ldacio(CF) Pen
o Cyltezo(CF) subcutaneous syringe kit 10  « Idacio(CF) Pen Crohn-UC Startr
mg/0.2 mL, 20 mg/0.4 mL, 40 mg/0.8 mL « Idacio(CF) Pen Psoriasis Start
o Hadlima o Yuflyma(CF) Al Crohn's-UC-HS
« Hadlima PushTouch o Yuflyma(CF) Autoinjector subcutaneous
« Hadlima(CF) auto-injector, kit 40 mg/0.4 mL, 80 mg/0.8
« Hadlima(CF) PushTouch mL
e Hulio(CF) Pen « Yuflyma(CF) subcutaneous syringe kit 20
o Hulio(CF) subcutaneous syringe kit 20 mg/0.2 mL, 40 mg/0.4 mL
mg/0.4 mL, 40 mg/0.8 mL o Yusimry(CF) Pen

PA Criteria Criteria Detalils

Exclusion Concurrent use with another biologic DMARD or targeted synthetic
Criteria DMARD.
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»¢ EmblemHealth

PA Criteria Criteria Details

Required Diagnosis, concurrent medications, previous therapies tried
Medical
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.
Restrictions PsA, prescr/consult w/rheum or derm. PP, prescr/consult w/derm. UC/ CD,

prescr/consult w/gastro. HS, presc/consult w/derm. UV, prescr/consult
w/ophthalmologist.

Coverage Approve through 12/31/24.
Duration

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
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»¢ EmblemHealth

PA Criteria Criteria Details

(e.g.,systemic antibiotics, isotretinoin). cont tx - must respond to tx as
determined by prescriber. In addition to above criteria, patients requesting
Hadlima, Yusimry, Hulio, Hyrimoz (NDCs starting with 83457-),
Yuflyma, Idacio, Abrilada, adalimumab-aacf or Adalimumab-fkjp must
have a trial of TWO of the following preferred products: Humira (NDCs
starting with -00074), Cyltezo, Hyrimoz (NDCs starting with 61314-),
adalimumab-adbm, Adalimumab-adaz prior to approval.

Indications All FDA-approved Indications.

Off-Label Uses N/A

Part B No
Prerequisite
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ADBRY

Products Affected

o Adbry

PA Criteria Criteria Details

Exclusion Concurrent use with another monoclonal antibody therapy (i.e., Dupixent,

Criteria Cingair, Fasenra, Nucala, Tazespire, or Xolair). Concurrent use with Janus
Kinase Inhibitors (JAKIis) [oral or topical].

Required Diagnosis

Medical

Information

Age Restrictions

AD-12 years of age and older (initial therapy)

Prescriber
Restrictions

Atopic Dermatitis-prescribed by or in consultation with an allergist,
immunologist or dermatologist (initial therapy)

Coverage
Duration

Initial-Atopic Dermatitis-4 months, Continuation-1 year

Other Criteria

Atopic Dermatitis, initial-patient has atopic dermatitis involvement
estimated to be greater than or equal to 10 percent of the body surface area
and patient meets a and b: a. Patient has tried at least one medium-,
medium-high, high-, and/or super-high-potency prescription topical
corticosteroid AND b. Inadequate efficacy was demonstrated with the
previously tried topical corticosteroid therapy.Continuation- Approve if the
patient has been receiving Adbry for at least 4 months and patient has
responded to therapy. Note: A patient who has received less than 4 months
of therapy or who is restarting therapy with Adbry should be considered
under initial therapy.

Indications All FDA-approved Indications.
Off-Label Uses N/A
Part B No

Prerequisite
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»¢ EmblemHealth

ADEMPAS

Products Affected

o Adempas

PA Criteria Criteria Details

Exclusion Concurrent Use with Phosphodiesterase Inhibitors Used for Pulmonary
Criteria Hypertension or Other Soluble Guanylate Cyclase Stimulators.
Required N/A

Medical

Information

Age Restrictions | N/A

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 N/A
Part B No

Prerequisite
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» EmblemHealth
ADSTILADRIN

Products Affected

o Adstiladrin

PA Criteria Criteria Details
Exclusion N/A

Criteria

Required Diagnosis

Medical

Information

Age Restrictions

18 years and older

Prescriber
Restrictions

Prescribed by or in consultation with a urologist or 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. Non-Muscle Invasive Bladder
Cancer, approve if the patient meets all of the following (A, B and C): A)
patient has high-risk, Bacillus Calmette-Guerin (BCG)-unresponsive
disease, and B) the patient has carcinoma in situ (CIS) with or without
high-grade papillary Ta/T1 tumors OR the patient has high-grade papillary
Ta/T1 tumors without CIS, and C) the medication is used for initial
treatment OR the medication is used for cytology- and bladder-biopsy
positive, imaging- and cystoscopy-negative, recurrent or persistent disease.

Indications All FDA-approved Indications.
Off-Label Uses N/A
Part B No

Prerequisite
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» EmblemHealth
ADZYNMA

Products Affected
o Adzynma

PA Criteria Criteria Details

Exclusion N/A
Criteria

Required Diagnosis
Medical

Information

Age Restrictions | N/A

Prescriber Prescribed by or in consultation with a hematologist
Restrictions

Coverage 1 year
Duration

Other Criteria Congenital thrombotic thrombocytopenic purpura-Approve if the patient
meets the following (A, B and C): A) At baseline (prior to therapy)
ADAMTS13 activity is less than 10 percent (less than 10 1U/dL), Note:
Baseline refers to before any treatment was received, such as Adzynma or
plasma-based therapies. AND B) Patient does not have anti-ADAMTS13
autoantibodies as determined by a diagnostic test, AND C) Patient has a
pathogenic variant or a mutation in the ADAMTS13 gene. Note:
Pathogenic variants or gene mutations are usually homozygous or
compound heterozygous.

Indications All FDA-approved Indications.

Off-Label Uses N/A

Part B No
Prerequisite
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» EmblemHealth
AGAMREE

Products Affected

e Agamree

PA Criteria Criteria Details
Exclusion N/A

Criteria

Required Diagnosis

Medical

Information

Age Restrictions

2 years of age and older (initial/continuation)

Prescriber
Restrictions

Prescribed by or in consultation with a physician who specializes in the
treatment of Duchenne muscular dystrophy and/or neuromuscular disorders

Coverage
Duration

1 year

Other Criteria

Duchenne muscular dystrophy, initial therapy-Approve if the patient meets
the following (i and ii): i. Patient's diagnosis of Duchenne Muscular
Dystrophy is confirmed by one of the following (a or b): a) Genetic testing
with a confirmed pathogenic variant in the dystrophin gene, OR b) Muscle
biopsy showing the absence of, or marked decrease in, dystrophin protein,
AND ii. Patient meets ONE of the following (a or b): a) Patient has tried
prednisone or prednisolone for greater than or equal to 6 months AND the
patient has had at least one of the following significant intolerable adverse
effects [1, 2, 3, or 4]: 1) Cushingoid appearance, OR 2) Central (truncal)
obesity, OR 3) Undesirable weight gain defined as greater than or equal to
10 percent body weight increase over a 6-month period, OR 4) Diabetes
and/or hypertension that is difficult to manage according to the prescriber,
OR b) The patient has experienced a severe behavioral adverse event while
on prednisone or prednisolone therapy that has or would require a
prednisone or prednisolone dose reduction. Duchenne muscular dystrophy,
continuation therapy, Approve if the patient meets the following (i and ii):
I. Patient has tried prednisone or prednisolone, AND ii. The patient has
responded to or continues to have improvement or benefit from Agamree

Updated 05/2024

Y0026_204255_C

EmblemHealth Plan, Inc., HIP Health Plan of New York (HIP), HIP Insurance Company of New
York and EmblemHealth Services Company, LLC are EmblemHealth companies.
EmblemHealth Services Company, LLC provides administrative services to the EmblemHealth

companies.

16




»¢ EmblemHealth

PA Criteria Criteria Details

therapy. Note: Examples of improvement or benefit from Agamree therapy
would include improvements in motor function (e.g., time from supine to
standing, time to climb four stairs, time to run or walk 10 meters, 6-minute
walk test), improvement in muscle strength, and improved pulmonary
function.

Indications All FDA-approved Indications.

Off-Label Uses N/A

Part B No
Prerequisite
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AIMOVIG

Products Affected
« Aimovig Autoinjector

PA Criteria Criteria Details

Exclusion Combination therapy with Ajovy, Vyepti or Emgality

Criteria

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

Information

Age Restrictions

18 years and older

Prescriber N/A
Restrictions

Coverage 1 year
Duration

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 N/A
Part B No

Prerequisite
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»¢ EmblemHealth
AJOVY

Products Affected
o Ajovy Autoinjector o Ajovy Syringe

PA Criteria Criteria Details

Exclusion Combination therapy with Aimovig, Vyepti or Emgality

Criteria

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

Information

Age Restrictions | 18 years and older

Prescriber N/A
Restrictions

Coverage 1 year
Duration

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

Aimovig or Emgality.

Indications All FDA-approved Indications.

Off-Label Uses N/A

Part B No
Prerequisite
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AKEEGA

Products Affected

o Akeega

PA Criteria Criteria Details
Exclusion N/A

Criteria

Required Diagnosis

Medical

Information

Age Restrictions

18 years and older

Prescriber N/A
Restrictions

Coverage 1 year
Duration

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 or ii): 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 N/A
Part B No

Prerequisite
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ALDURAZYME

Products Affected
o Aldurazyme

PA Criteria Criteria Details

Exclusion N/A

Criteria

Required Diagnosis, genetic and lab test results
Medical

Information

Age Restrictions | N/A

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

Coverage 1 year
Duration

Other Criteria Approve if the patient has a laboratory test demonstrating deficient alpha-
L-iduronidase activity in leukocytes, fibroblasts, plasma, or serum OR has
a molecular genetic test demonstrating alpha-L-iduronidase gene mutation

Indications All FDA-approved Indications.

Off-Label Uses N/A

Part B No
Prerequisite

Updated 05/2024 Y0026 _204255 C
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ALECENSA

Products Affected

o Alecensa

PA Criteria Criteria Details
Exclusion N/A

Criteria

Required N/A

Medical

Information

Age Restrictions

18 years and older

Prescriber N/A
Restrictions

Coverage 1 year
Duration

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 (i
or ii): (i) the medication is used for palliative-intent therapy, or (ii) pt has
relapsed or refractory disease. Erdheim-Chester disease-approve if the
patient has anaplastic lymphoma kinase (ALK) rearrangement/fusion-
positive disease. Inflammatory Myofibroblastic Tumor- pt has anaplastic
lymphoma kinase (ALK)-positive disease AND (i or ii): (i) pt has
advanced, recurrent or metastatic disease, or (ii) tumor is inoperable. Large
B-Cell Lymphoma- pt has ALK-positive disease AND pt has relapsed or
refractory disease.

Indications

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

Off-Label Uses

Anaplastic large cell lymphoma, Erdheim Chester disease, Inflammatory
Myofibroblastic Tumor, Large B-Cell Lymphoma

Updated 05/2024

Y0026_204255_C

EmblemHealth Plan, Inc., HIP Health Plan of New York (HIP), HIP Insurance Company of New
York and EmblemHealth Services Company, LLC are EmblemHealth companies.
EmblemHealth Services Company, LLC provides administrative services to the EmblemHealth

companies.

22




»¢ EmblemHealth

PA Criteria Criteria Details

Part B No
Prerequisite
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ALOSETRON

Products Affected
o alosetron e« Lotronex

PA Criteria Criteria Details

Exclusion N/A
Criteria

Required Diagnosis
Medical

Information

Age Restrictions | N/A

Prescriber N/A
Restrictions

Coverage 12 months
Duration

Other Criteria N/A

Indications All FDA-approved Indications.

Off-Label Uses N/A

Part B No
Prerequisite

Updated 05/2024 Y0026 _204255 C
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ALPHA 1 PROTEINASE INHIBITORS

Products Affected

o Aralast NP
o Glassia

o Prolastin-C
e Zemaira

PA Criteria

Criteria Detalils

Exclusion
Criteria

N/A

Required
Medical
Information

Diagnosis

Age Restrictions

18 years and older

Prescriber N/A
Restrictions

Coverage 1 year
Duration

Other Criteria

Alphal-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 N/A
Part B No

Prerequisite
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ALUNBRIG

Products Affected
o Alunbrig oral tablet 180 mg, 30 mg, 90 o Alunbrig oral tablets,dose pack
mg

PA Criteria Criteria Details

Exclusion N/A
Criteria

Required ALK status
Medical

Information

Age Restrictions | 18 years and older

Prescriber N/A
Restrictions

Coverage 1 year
Duration

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 No
Prerequisite

Updated 05/2024 Y0026 _204255 C
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AMJIEVITA

Products Affected

o Amjevita (Preferred NDCs starting with .
55513) subcutaneous auto-injector 40
mg/0.4 mL, 40 mg/0.8 mL, 80 mg/0.8 mL

Amijevita (Preferred NDCs starting with
55513) subcutaneous syringe 10 mg/0.2
mL, 20 mg/0.2 mL, 20 mg/0.4 mL, 40
mg/0.4 mL, 40 mg/0.8 mL

PA Criteria Criteria Details

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

Required Diagnosis, concurrent medications, previous therapies tried
Medical

Information

Age Restrictions

Crohn's disease (CD), 6 or older (initial therapy only). Ulcerative colitis
(UC), 5 or older (initial therapy only). PP-18 years and older (initial
therapy only).

Prescriber
Restrictions

RA/JIA/JRA/ANkylosing spondylitis, prescribed/consult w/rheumatologist
(initial therapy only). Psoriatic arthritis (PSA), prescribed/consult w/a
rheumatologist or dermatologist (initial therapy only). Plaque psoriasis
(PP), prescribed/consult w/a dermatologist (initial therapy only). UC/ CD,
prescribed/consult w/gastroenterologist (initial therapy only). HS,
prescr/consult w/dermatologist (initial therapy only). UV, presc/consult
w/ophthalmologist (initial therapy only).

Coverage
Duration

Approve through 12/31/24.

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
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PA Criteria Criteria Details

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.g., intralesional or oral corticosteroids, systemic antibiotics, isotretinoin).
FDA approve indications cont tx - must respond to tx as determined by
prescriber. In addition to above criteria, patients must have a trial of
Humira (NDCs starting with 00074), Cyltezo, Hyrimoz (NDCs starting
with 61314), adalimumab-adbm or adalimumab-adaz prior to approval of
Amjevita.

Indications All FDA-approved Indications.

Off-Label Uses N/A

Part B No
Prerequisite
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AMONDYS

Products Affected

o Amondys-45

PA Criteria Criteria Details

Exclusion N/A

Criteria

Required Diagnosis, prescriber specialty
Medical

Information

Age Restrictions

N/A

Prescriber
Restrictions

Prescribed by or in consultation with a physician who specializes in the
treatment of Duchenne muscular dystrophy (DMD) and/or neuromuscular
disorders

Coverage
Duration

1 year

Other Criteria

DMD- patient has a confirmed mutation of the DMD gene that is amenable
to exon 45 skipping

Indications All FDA-approved Indications.
Off-Label Uses N/A
Part B No

Prerequisite
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AMVUTTRA

Products Affected

o Amvuttra

PA Criteria Criteria Details

Exclusion Concomitant use with Onpattro (patisiran intravenous injection), Tegsedi
Criteria (inotersen subcutaneous injection), or a Tafamidis Product

Required Diagnosis

Medical

Information

Age Restrictions

18 years and older

Prescriber
Restrictions

Prescribed by or in consultation with a neurologist, geneticist, or a
physician who specializes in the treatment of amyloidosis

Coverage
Duration

1 year

Other Criteria

Polyneuropathy of Hereditary Transthyretin-Mediated Amyloidosis
(hATTR)-approve if the patient meets (A, B and C)-A) Patient has a
transthyretin mutation as confirmed by genetic testing, AND B) Patient has
symptomatic polyneuropathy, AND Note: Examples of symptomatic
polyneuropathy include reduced motor strength/coordination, and impaired
sensation (e.g., pain, temperature, vibration, touch). Examples of
assessments for symptomatic disease include history and clinical exam,
electromyography, or nerve conduction velocity testing. C) Patient does not
have a history of liver transplantation.

Indications All FDA-approved Indications.
Off-Label Uses N/A
Part B No

Prerequisite

Updated 05/2024

Y0026_204255_C

EmblemHealth Plan, Inc., HIP Health Plan of New York (HIP), HIP Insurance Company of New
York and EmblemHealth Services Company, LLC are EmblemHealth companies.
EmblemHealth Services Company, LLC provides administrative services to the EmblemHealth

companies.

30



»¢ EmblemHealth
ANTIBIOTICS (1V)

Products Affected
« amikacin injection solution 1,000 mg/4 « gentamicin in NaCl (iso-osm) intravenous
mL, 500 mg/2 mL piggyback 100 mg/50 mL, 120 mg/100
o ampicillin sodium mL
« ampicillin-sulbactam « gentamicin injection solution 40 mg/mL
o Avycaz o gentamicin sulfate (ped) (PF)
o Azactam o imipenem-cilastatin
« azithromycin intravenous « Invanz injection
e Qaztreonam o Kimyrsa
o Baxdela intravenous « levofloxacin in D5SW
« Bicillin C-R « levofloxacin intravenous
o Bicillin L-A e Lincocin
« cefotetan injection « lincomycin
» cefoxitin « linezolid in dextrose 5%
o cefoxitin in dextrose, iso-osm « linezolid-0.9% sodium chloride
» ceftazidime e Mmeropenem intravenous recon soln 1
« cefuroxime sodium injection recon soln gram, 500 mg
750 mg o meropenem-0.9% sodium chloride
« cefuroxime sodium intravenous intravenous piggyback 1 gram/50 mL, 500
« ciprofloxacin in 5 % dextrose mg/50 mL
« Cleocin injection e Metro I.V.
« clindamycin in 0.9 % sod chlor « metronidazole in NaCl (is0-0s)
« clindamycin in 5 % dextrose « Minocin intravenous
« clindamycin phosphate injection « moxifloxacin-sod.ace,sul-water
« clindamycin phosphate intravenous « moxifloxacin-sod.chloride(iso)
« colistin (colistimethate Na) « nafcillin in dextrose iso-osm
o Coly-Mycin M Parenteral « nafcillin injection
« Dalvance o Nuzyra intravenous
o Doxy-100 o Orbactiv
« doxycycline hyclate intravenous o oxacillin in dextrose(iso-osm)
o ertapenem  oxacillin injection
« Erythrocin intravenous recon soln 500 mg « penicillin G pot in dextrose
« erythromycin lactobionate  penicillin G potassium
o Fetroja « penicillin G sodium
« gentamicin in NaCl (iso-osm) intravenous  Pfizerpen-G
piggyback 100 mg/100 mL, 60 mg/50 mL, e polymyxin B sulfate
80 mg/100 mL, 80 mg/50 mL o Primaxin IV intravenous recon soln 500

mg
o Sivextro intravenous
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« Streptomycin « vancomycin injection
 sulfamethoxazole-trimethoprim e vancomycin intravenous recon soln 1,000
intravenous mg, 10 gram, 5 gram, 500 mg, 750 mg
o Tazicef e vancomycin intravenous recon soln 1.25

o Teflaro gram, 1.5 gram
 tigecycline « vancomycin-diluent combo no.1
« tobramycin sulfate injection recon soln intravenous piggyback 1 gram/200 mL,
« tobramycin sulfate injection solution 1.25 gram/250 mL, 1.5 gram/300 mL, 1.75
o Tygacil gram/350 mL, 2 gram/400 mL, 500
o Unasyn injection mg/100 mL, 750 mg/150 mL
o Vabomere « Vibativ intravenous recon soln 750 mg
« vancomycin in 0.9 % sodium chl o Xerava

intravenous piggyback 1 gram/200 mL, e Zemdri

500 mg/100 mL, 750 mg/150 mL o Zerbaxa
e vancomycin in dextrose 5 % intravenous ¢ Zithromax intravenous

piggyback 1 gram/200 mL, 1.25 gram/250 « Zyvox intravenous

mL, 1.5 gram/300 mL, 500 mg/100 mL,
750 mg/150 mL

PA Criteria Criteria Details

Exclusion N/A
Criteria

Required Diagnosis
Medical

Information

Age Restrictions | N/A

Prescriber N/A
Restrictions

Coverage 3 months
Duration

Other Criteria N/A

Indications All FDA-approved Indications.

Off-Label Uses N/A
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PA Criteria Criteria Details

Part B No
Prerequisite
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ANTIFUNGALS (1V)

Products Affected

o Cresemba e posaconazole intravenous
 fluconazole in NaCl (iso-osm) e Vfend IV

« Noxafil intravenous e Vvoriconazole

PA Criteria Criteria Details

Exclusion N/A
Criteria

Required Diagnosis
Medical

Information

Age Restrictions | N/A

Prescriber N/A
Restrictions

Coverage 3 months
Duration

Other Criteria N/A

Indications All FDA-approved Indications.

Off-Label Uses N/A

Part B No
Prerequisite
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APOKYN

Products Affected
« APOKYN e apomorphine

PA Criteria Criteria Details

Exclusion Concurrent use with a serotonin 5-HT3 Antagonist
Criteria

Required Diagnosis, other therapies

Medical

Information

Age Restrictions | N/A

Prescriber Prescribed by or in consultation with a neurologist
Restrictions

Coverage 1 year
Duration

Other Criteria Parkinson's disease (PD)-approve if the patient meets the following criteria:
1. patient is experiencing off episodes such as muscle stiffness, slow
movements, or difficulty starting movements, 2. Patient is currently
receiving carbidopa/levodopa, 3. 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 N/A

Part B No
Prerequisite

Updated 05/2024 Y0026 _204255 C
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ARANESP

Products Affected

o Aranesp (in polysorbate) injection solution e

Aranesp (in polysorbate) injection syringe

100 mcg/mL, 200 mcg/mL, 25 mcg/mL,
40 mcg/mL, 60 mcg/mL

PA Criteria Criteria Details

Exclusion N/A

Criteria

Required Anemia w/CRF not on dialysis.A hemoglobin (Hb) of less than 10.0 g/dL
Medical for adults and less than or equal to 11 g/dL for children required for
Information start,Hb has to be less than or equal 11.5 g/dL adults or less than or equal to

12 g/dL in children if previously receiving epoetin alfa (EA), Mircera or
Aranesp. Anemia in a patient with cancer due to cancer chemotherapy,
patients must be currently receiving myelosuppressive chemotherapy
which is considered non-curative treatment, Hb is 10.0 g/dL or less to start
or less than or equal to 12.0 g/dL if previously on EA or Aranesp. MDS,
approve tx if Hb is 10 g/dL or less or serum erythropoietin level is 500
mU/mL or less to start. If the pt has previously been receiving Aranesp or
EA, approve only if Hb is 12.0 g/dL or less. All conds, deny if Hb exceeds
12.0 g/dL.

Age Restrictions

MDS anemia = 18 years of age and older.

Prescriber
Restrictions

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

Coverage
Duration

Anemia w/myelosupp=6 mos, Anemia CKD-1 year, MDS-1 year, Other=6
mos.

Other Criteria

For all covered uses, the patient is required to try Procrit or Retacrit first
line. For anemia associated with CRF in patients 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)
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PA Criteria Criteria Details

Part B No
Prerequisite
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ARCALYST

Products Affected

o Arcalyst

PA Criteria Criteria Details
Exclusion Concurrent biologic therapy
Criteria

Required N/A

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,
genetic test confirms a mutation in the IL1IRN gene and the patient has
demonstrated a clinical benefit with anakinra subcutaneous injection.
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 N/A
Part B No

Prerequisite
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ARIKAYCE

Products Affected

o Arikayce

PA Criteria Criteria Details

Exclusion N/A

Criteria

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

Information

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.
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PA Criteria Criteria Details

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

Off-Label Uses Cystic fibrosis pseudomonas aeruginosa infection

Part B No
Prerequisite
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ASPARLAS

Products Affected
o Asparlas

PA Criteria Criteria Details

Exclusion N/A
Criteria

Required Diagnosis
Medical

Information

Age Restrictions | 1 month to 21 years

Prescriber Prescribed by or in consultation with an oncologist
Restrictions

Coverage 1 year
Duration

Other Criteria Part B versus Part D determination will be made at time of prior
authorization review per CMS guidance.

Indications All FDA-approved Indications.

Off-Label Uses N/A

Part B No
Prerequisite
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AUBAGIO

Products Affected
e Aubagio « teriflunomide

PA Criteria Criteria Details

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

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

Information

Age Restrictions | N/A

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

Coverage Authorization will be for 1 year.

Duration

Other Criteria N/A

Indications All FDA-approved Indications.

Off-Label Uses N/A

Part B No
Prerequisite
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AUGTYRO

Products Affected
e Augtyro

PA Criteria Criteria Details

Exclusion N/A
Criteria

Required Diagnosis
Medical

Information

Age Restrictions | 18 years and older

Prescriber N/A
Restrictions

Coverage 1 year
Duration

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 N/A

Part B No
Prerequisite
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AURYXIA

Products Affected
o Auryxia

PA Criteria Criteria Details

Exclusion N/A
Criteria

Required N/A
Medical

Information

Age Restrictions | N/A

Prescriber N/A
Restrictions

Coverage 1 year
Duration

Other Criteria N/A

Indications All FDA-approved Indications.

Off-Label Uses N/A

Part B No
Prerequisite

Updated 05/2024 Y0026 _204255 C
EmblemHealth Plan, Inc., HIP Health Plan of New York (HIP), HIP Insurance Company of New
York and EmblemHealth Services Company, LLC are EmblemHealth companies.
EmblemHealth Services Company, LLC provides administrative services to the EmblemHealth
companies.
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AUSTEDO

Products Affected
« Austedo oral tablet 12 mg, 6 mg, 9 mg o Austedo XR Titration Kt(Wk1-4)
o Austedo XR oral tablet extended release

24 hr 12 mg, 24 mg, 6 mg

PA Criteria Criteria Detalils

Exclusion N/A
Criteria

Required Diagnosis
Medical

Information

Age Restrictions | 18 years and older

Prescriber Chorea-prescribed by or in consult with a neuro. TD-Prescribed by or in
Restrictions consultation with a neurologist or a psychiatrist

Coverage 1 year

Duration

Other Criteria Chorea associated with Huntington's Disease-approve if the diagnosis of
Huntington's Disease is confirmed by genetic testing and if the patient has
tried tetrabenazine. Tardive dyskinesia-approve.

Indications All FDA-approved Indications.

Off-Label Uses N/A

Part B No
Prerequisite

Updated 05/2024 Y0026 _204255 C
EmblemHealth Plan, Inc., HIP Health Plan of New York (HIP), HIP Insurance Company of New
York and EmblemHealth Services Company, LLC are EmblemHealth companies.
EmblemHealth Services Company, LLC provides administrative services to the EmblemHealth
companies.
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AVONEX

Products Affected
« Avonex intramuscular pen injector kit o Avonex intramuscular syringe kit

PA Criteria Criteria Details

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

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

Age Restrictions | N/A

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

Coverage Authorization will be for 1 year

Duration

Other Criteria N/A

Indications All FDA-approved Indications.

Off-Label Uses N/A

Part B No
Prerequisite

Updated 05/2024 Y0026 _204255 C
EmblemHealth Plan, Inc., HIP Health Plan of New York (HIP), HIP Insurance Company of New
York and EmblemHealth Services Company, LLC are EmblemHealth companies.
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AVSOLA

Products Affected
e Avsola

PA Criteria Criteria Details

Exclusion Concurrent use with Biologic DMARD or Targeted Synthetic DMARD.
Criteria

Required Diagnosis, concurrent medication, medications previously tried
Medical

Information

Age Restrictions | CD/UC - Pts aged 6 years or more (initial therapy). Ulcerative Colitis. PP-
18 years and older (initial therapy)

Prescriber All dx initial therapy only-Presc/consult with: RA/AS/Still's

Restrictions disease/JIA/JRA-rheum, Plaque Psoriasis/Pyoderma
gangrenosum/Hidradenitis suppurativa-derm, Psoriatic Arthritis-rheum or
derm, Crohn's Disease/UC-gastroenterologist, Uveitis ophthalmologist,
GVHD-a physician affiliated with a transplant center, oncologist, or
hematologist, Behcet's Disease- rheumatologist, dermatologist,
ophthalmologist, gastroenterologist, or neurologist, Sarcoidosis-pulmonol,
ophthalmol, or dermatol.

Coverage FDAInd ini-3 mo,contlyr,GVHD ini-1 mo,cont-3 mo,Pyo Gang-ini4
Duration mo,contl yr,others-ini 3mo,cont-12 mo
Other Criteria Initial therapy-for all covered diagnoses-approve if the patient has tried

Remicade. Cont tx - approve if patient has had a response, as determined
by the prescriber.

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

Off-Label Uses Behcet's disease, Still's disease, Uveitis, Pyoderma gangrenosum,
Hidradenitis suppurativa, Graft-versus-host disease, Juvenile Idiopathic
Arthritis (JIA)/JRA, Sarcoidosis

Part B No
Prerequisite

Updated 05/2024 Y0026 _204255 C
EmblemHealth Plan, Inc., HIP Health Plan of New York (HIP), HIP Insurance Company of New
York and EmblemHealth Services Company, LLC are EmblemHealth companies.
EmblemHealth Services Company, LLC provides administrative services to the EmblemHealth
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AYVAKIT

Products Affected

o Ayvakit

PA Criteria Criteria Details
Exclusion N/A

Criteria

Required Diagnosis

Medical

Information

Age Restrictions

18 years and older

Prescriber N/A
Restrictions

Coverage 1 year
Duration

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

Updated 05/2024
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BAFIERTAM

Products Affected
o Bafiertam

PA Criteria Criteria Details

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

Required Diagnosis

Medical

Information

Age Restrictions | N/A

Prescriber Prescribed by or in consultation with a neurologist or a physician who
Restrictions specializes in the treatment of MS.

Coverage 1 year

Duration

Other Criteria Initial treatment - approve if the patient has tried TWO of the following:
generic dimethyl fumarate, Vumerity, Gilenya or Aubagio. Note: Prior use
of brand Tecfidera with inadequate efficacy or significant intolerance
(according to the prescriber) also counts. Cont tx - approve if the patient
has been established on Bafiertam.

Indications All FDA-approved Indications.

Off-Label Uses N/A

Part B No
Prerequisite

Updated 05/2024 Y0026 _204255 C
EmblemHealth Plan, Inc., HIP Health Plan of New York (HIP), HIP Insurance Company of New
York and EmblemHealth Services Company, LLC are EmblemHealth companies.
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companies.

49



» EmblemHealth
BALVERSA

Products Affected
o Balversa

PA Criteria Criteria Details

Exclusion N/A

Criteria

Required Diagnosis, previous therapies, test results
Medical

Information

Age Restrictions | N/A

Prescriber N/A
Restrictions

Coverage 1 year
Duration

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 N/A

Part B No
Prerequisite

Updated 05/2024 Y0026 _204255 C
EmblemHealth Plan, Inc., HIP Health Plan of New York (HIP), HIP Insurance Company of New
York and EmblemHealth Services Company, LLC are EmblemHealth companies.
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companies.
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BENLYSTA

Products Affected

« Benlysta

PA Criteria Criteria Details

Exclusion Concurrent use with other biologics or Lupkynis

Criteria

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

Information

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

Other Criteria

Lupus Nephritis Initial-approve if the patient has a diagnosis of lupus
nephritis confirmed on biopsy (For example, World Health Organization
class 111, 1V, 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-dSDNA] 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.

Updated 05/2024
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PA Criteria Criteria Details

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 N/A

Part B No
Prerequisite

Updated 05/2024 Y0026 _204255 C
EmblemHealth Plan, Inc., HIP Health Plan of New York (HIP), HIP Insurance Company of New
York and EmblemHealth Services Company, LLC are EmblemHealth companies.
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BEOVU

Products Affected
« Beowvu intravitreal syringe

PA Criteria Criteria Details

Exclusion N/A
Criteria

Required Diagnosis
Medical

Information

Age Restrictions | N/A

Prescriber Administered by or under the supervision of an ophthalmologist
Restrictions

Coverage 1 year
Duration

Other Criteria N/A

Indications All FDA-approved Indications.

Off-Label Uses N/A

Part B No
Prerequisite

Updated 05/2024 Y0026 _204255 C
EmblemHealth Plan, Inc., HIP Health Plan of New York (HIP), HIP Insurance Company of New
York and EmblemHealth Services Company, LLC are EmblemHealth companies.
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BESREMI

Products Affected
o Besremi

PA Criteria Criteria Details

Exclusion Concomitant use with other interferon products
Criteria

Required Diagnosis

Medical

Information

Age Restrictions | 18 years and older

Prescriber Prescribed by or in consultation with an oncologist
Restrictions

Coverage 1 year

Duration

Other Criteria N/A

Indications All FDA-approved Indications.

Off-Label Uses N/A

Part B No
Prerequisite

Updated 05/2024 Y0026 _204255 C
EmblemHealth Plan, Inc., HIP Health Plan of New York (HIP), HIP Insurance Company of New
York and EmblemHealth Services Company, LLC are EmblemHealth companies.
EmblemHealth Services Company, LLC provides administrative services to the EmblemHealth
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BETASERON/EXTAVIA

Products Affected
o Betaseron subcutaneous kit o [Extavia subcutaneous kit

PA Criteria Criteria Details

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

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

Age Restrictions | N/A

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

Coverage Authorization will be for 1 year

Duration

Other Criteria For patients requesting Extavia, approve if the patient is new to therapy and
has tried two of the following: interferon beta-1a intramuscular (Avonex),
pegylated interferon beta-1a (Plegridy), interferon beta-1b (Betaseron), or
glatiramer acetate. Cont tx-approve if the patient has been established on
Extavia. For patients requesting Betaseron-approve.

Indications All FDA-approved Indications.

Off-Label Uses N/A

Part B No
Prerequisite

Updated 05/2024 Y0026 _204255 C
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BEVACIZUMAB

Products Affected
o Alymsys e Muvasi
e Auvastin o Vegzelma

PA Criteria Criteria Detalils

Exclusion N/A
Criteria

Required Diagnosis
Medical

Information

Age Restrictions | Intracranial and spinal ependymoma-18 years and older

Prescriber All diagnoses except Neovascular or vascular ophthalmic conditions-
Restrictions Prescribed by or in consultation with an oncologist

Coverage Neovascular or vascular ophthalmic conditions - 3 years, all others-1 year
Duration

Other Criteria Part B vs Part D determination will be made at time of prior authorization
review per CMS guidance. Patients new to therapy, requesting Alymsys,
Avastin, Vegzelma or Mvasi must have a trial of Zirabev and cannot
continue to use the preferred product due to a formulation difference in the
inactive ingredient(s) [e.g., differences in the stabilizing agent, buffering
agent, and/or surfactant] which, according to the prescriber, would result in
a significant allergy or serious adverse reaction prior to approval.

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

Off-Label Uses Endometrial carcinoma, mesothelioma, neovascular or vascular ophthalmic
conditions, small bowel adenocarcinoma, soft tissue sarcoma, vulvar
cancer, anaplastic gliomas, intracranial and spinal ependymoma (excluding
subependymoma), meningiomas, astrocytoma, oligodendroglioma,
pediatric central nervous system tumors, ampullary adenocarcinoma

Part B No
Prerequisite

Updated 05/2024 Y0026 _204255 C
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York and EmblemHealth Services Company, LLC are EmblemHealth companies.
EmblemHealth Services Company, LLC provides administrative services to the EmblemHealth
companies.

56



» EmblemHealth
BEXAROTENE (ORAL)

Products Affected
o bexarotene o Targretin

PA Criteria Criteria Details

Exclusion N/A

Criteria

Required Diagnosis, previous therapies tried (as described in Other Criteria field)
Medical

Information

Age Restrictions | N/A

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

Coverage 1 year

Duration

Other Criteria If brand Targretin is requested, the patient has tried and cannot take generic

bexarotene capsules due to a formulation difference in the inactive
ingredient(s) between the brand and the bioequivalent generic product
which, per the prescribing physician, would result in a significant allergy or
a serious adverse reaction.

Indications All FDA-approved Indications.

Off-Label Uses N/A

Part B No
Prerequisite

Updated 05/2024 Y0026 _204255 C
EmblemHealth Plan, Inc., HIP Health Plan of New York (HIP), HIP Insurance Company of New
York and EmblemHealth Services Company, LLC are EmblemHealth companies.
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BEXAROTENE (TOPICAL)

Products Affected

o bexarotene

o Targretin

PA Criteria Criteria Details
Exclusion N/A

Criteria

Required Diagnosis

Medical

Information

Age Restrictions | N/A

Prescriber
Restrictions

Prescribed by or in consultation with an oncologist or dermatologist (initial
and 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
Prerequisite

No

Updated 05/2024
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BIMZELX

Products Affected
o Bimzelx o Bimzelx Autoinjector

PA Criteria Criteria Details

Exclusion Concurrent use with other biologics or with targeted synthetic disease-
Criteria modifying antirheumatic drugs (DMARDsS).

Required Diagnosis

Medical

Information

Age Restrictions | 18 years and older (initial)

Prescriber Prescribed by or in consultation with a dermatologist
Restrictions

Coverage 1 year
Duration

Other Criteria Plaque psoriasis, initial therapy-approve if the patient has tried TWO of the
following: Enbrel, a preferred adalimumab product, Skyrizi SC, Stelara SC,
Otezla or Taltz. A trial of multiple preferred adalimumab products counts
as ONE Preferred Product. Plague psoriasis, continuation-approve if the
patient has had a response. Please Note: preferred adalimumab products
include Humira (NDCs starting with -00074), Cyltezo, Hyrimoz (NDCs
starting with -61314), adalimumab-adaz, adalimumab-adbm.

Indications All FDA-approved Indications.

Off-Label Uses N/A

Part B No
Prerequisite

Updated 05/2024 Y0026 _204255 C
EmblemHealth Plan, Inc., HIP Health Plan of New York (HIP), HIP Insurance Company of New
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BONIVA INJECTION

Products Affected
o ibandronate intravenous

PA Criteria Criteria Details

Exclusion Concurrent use with other medications for Osteoporosis
Criteria

Required Diagnosis, test results

Medical

Information

Age Restrictions | N/A

Prescriber N/A

Restrictions

Coverage
Duration

Authorization will be for 12 months.

Other Criteria

Treatment of postmenopausal osteoporosis, must meet ONE of the
following 1. T-score (current or at any time in the past) at or below -2.5 at
the lumbar spine, femoral neck, or total hip, 2. has had osteoporotic
fracture or fragility fracture, 3. had a T-score (current or at any time in the
past) between 1.0 and -2.5 at the lumbar spine, femoral neck, or total hip
and the physician determines the patient is at high risk for fracture AND
has had an inadequate response to oral bisphosphonate therapy after a trial
duration of 12 months as determined by the prescribing physician (e.g.,
ongoing and significant loss of bone mineral density (BMD), lack of BMD
increase), had an osteoporotic fracture or fragility fracture while receiving
oral bisphosphonate therapy, or experienced intolerability to an oral
bisphosphonate (e.g., severe Gl-related adverse effects) OR pt cannot take
an oral bisphosphonate because the pt cannot swallow or has difficulty
swallowing or the pt cannot remain in an upright position post oral
bisphosphonate administration or pt has a pre-existing GI medical
condition (eg, patient with esophageal lesions, esophageal ulcers, or
abnormalities of the esophagus that delay esophageal emptying [stricture,
achalasia]), OR pt has tried an IV bisphosphonate (ibandronate or
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PA Criteria Criteria Details

zoledronic acid) OR the patient has had an osteoporotic fracture or a
fragility fracture.

Indications All FDA-approved Indications.

Off-Label Uses N/A

Part B No
Prerequisite

Updated 05/2024 Y0026 _204255 C
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BOSENTAN/AMBRISENTAN

Products Affected

e ambrisentan o Letairis

o bosentan o Tracleer

PA Criteria Criteria Detalils

Exclusion N/A

Criteria

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

Information

Age Restrictions

N/A

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. For all covered diagnoses, if the request is for brand name
Tracleer-the patient is required to have tried generic bosentan tablets AND
cannot use the generic product due to a formulation difference in the
inactive ingredient(s) [e.g., difference in dyes, fillers, preservatives]
between the Brand and the generic product which, per the prescribing
physician, would result in a significant allergy or serious adverse reaction.
For all covered diagnoses, if the request is for brand name Letairis-the
patient is required to have tried generic ambrisentan tablets AND cannot
use the generic product due to a formulation difference in the inactive
ingredient(s) [e.g., difference in dyes, fillers, preservatives] between the
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PA Criteria Criteria Details

Brand and the generic product which, per the prescribing physician, would
result in a significant allergy or serious adverse reaction.

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

Off-Label Uses Chronic thromboembolic pulmonary hypertension (CTEPH) (bosentan)

Part B No
Prerequisite

Updated 05/2024 Y0026 _204255 C
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BOSULIF

Products Affected
« Bosulif oral capsule 100 mg, 50 mg o Bosulif oral tablet 100 mg, 400 mg, 500
mg
PA Criteria Criteria Details
Exclusion N/A
Criteria
Required Diagnosis. For CML/ALL, the Philadelphia chromosome (Ph) status of the
Medical leukemia must be reported. For ALL, prior therapies tried.
Information

Age Restrictions

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

Prescriber
Restrictions

N/A

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, myeloid/lymphoid neoplasms with eosinophilia

Part B
Prerequisite

No
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BOTOX

Products Affected

o Botox

PA Criteria Criteria Details

Exclusion Use in the management of cosmetic uses (eg, facial rhytides, frown lines,

Criteria glabellar wrinkling, horizontal neck rhytides, mid and lower face and neck
rejuvenation, platsymal bands, rejuvenation of the peri-orbital region)

Required N/A

Medical

Information

Age Restrictions | N/A

Prescriber
Restrictions

Migraine headache prevention-prescribed by, or after consultation with, a
neurologist or HA specialist.

Coverage
Duration

Authorization will be for 12 months

Other Criteria

Blepharospasm Associated with Dystonia, benign essential blepharospasm,
seventh (V1) nerve disorders or Strabismus-approve, Cervial Dystonia
(spasmaodic torticollis)-approve, Hyperhidrosis, primary axillary-approve,
Chronic low back pain after trial with at least 2 other pharmacologic
therapies (eg, NSAID, antispasmodics, muscle relaxants, opioids,
antidepressants) and if being used as part of a multimodal therapeutic pain
management program, Essential tremor after a trial with at least 1 other
pharmacologic therapy (eg, primidone, propranolol, benzodiazepines,
gabapentin, topiramate), Migraine Headache Prophylaxis in patients with
Chronic migraine -must have 15 or more migraine headache days per
month with headache lasting 4 hours per day or longer (prior to initiation of
Botox therapy) AND have tried at least two other prophylactic
pharmacologic therapies, each from a different pharmacologic class (e.g.,
beta-blocker, anticonvulsant, tricyclic antidepressant), unless pt already
tried a CGRP inhibitor indicated for chronic migraine prevention. Urinary
incontinence associated with a neurological condition (e.g., spinal cord
injury, multiple sclerosis) approve after a trial with at least one other
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PA Criteria Criteria Details

pharmacologic therapy (e.g., anticholinergic medication), Overactive
Bladder with symptoms of Urge Urinary Incontinence, Urgency and
Frequence-approve if the patient has tried at least one other pharmacologic
therapy, Spasticity, lower limb-approve, Spasticity, upper limb-approve.
Pediatric Neurogenic Detrusor Overactivity (NDO)- approve if pt tried at
least one other pharmacologic therapy.

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

Off-Label Uses Achalasia, Anal Fissure, Chronic facial pain/pain associated with TMJ
dysfunction, Chronic low back pain, Dystonia, other than cervical,
Essential tremor, Hyperhidrosis, gustatory, hyperhidrosis, Palmar/Plantar
and facial, Myofascial pain, Ophthalmic disorders, other than
blepharospasm or Strabismus, Sialorrhea, chronic, Spasticity, other than
limb (i.e., due to cerebral palsy, stroke, brain injury, spinal cord injury, MS,
hemifacial spasm)

Part B No
Prerequisite
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BRAFTOVI

Products Affected
o Braftovi

PA Criteria Criteria Details

Exclusion N/A

Criteria

Required Diagnosis, BRAF V600 status
Medical

Information

Age Restrictions | 18 years and older

Prescriber N/A
Restrictions

Coverage 1 year
Duration

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 N/A

Part B No
Prerequisite
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BRIUMVI

Products Affected
e Briumvi

PA Criteria Criteria Details

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

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

Information

Age Restrictions | 18 years and older

Prescriber Prescribed by or in consultation with a neurologist or a physician who
Restrictions specializes in the treatment of MS.

Coverage 1 year

Duration

Other Criteria N/A

Indications All FDA-approved Indications.

Off-Label Uses N/A

Part B No
Prerequisite
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BRONCHITOL

Products Affected
o Bronchitol

PA Criteria Criteria Details

Exclusion Concomitant use with hypertonic saline
Criteria

Required Diagnosis

Medical

Information

Age Restrictions | 18 years and older

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

Coverage 1 year

Duration

Other Criteria Cystic fibrosis-approve if the patient has passed the bronchitol tolerance
test and will pre-medicate with a short-acting bronchodilator.

Indications All FDA-approved Indications.

Off-Label Uses N/A

Part B No
Prerequisite
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BRUKINSA

Products Affected
o Brukinsa

PA Criteria Criteria Details

Exclusion N/A

Criteria

Required Diagnosis, prior therapies
Medical

Information

Age Restrictions | 18 years and older

Prescriber N/A
Restrictions

Coverage 1 year
Duration

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 N/A

Part B No
Prerequisite
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BYLVAY

Products Affected

o Bylvay

PA Criteria Criteria Details
Exclusion N/A

Criteria

Required Diagnosis

Medical

Information

Age Restrictions

PFIC- 3 months and older (initial therapy), Alagille Syndrome - 12 months
and older (initial therapy)

Prescriber
Restrictions

Prescribed by or in consultation with a hepatologist, gastroenterologist, or a
physician who specializes in either progressive familial intrahepatic
cholestasis (initial and continuation) for patients with PFIC or in Alagille
syndrome (initial and continuation) for patients with Alagille syndrome

Coverage
Duration

Initial-6 months, continuation-1 year

Other Criteria

Progressive Familial Intrahepatic Cholestasis, Initial therapy-approve if the
patient meets the following (i, ii, iii, and iv): i. Patient has moderate-to-
severe pruritus, according to prescriber AND ii. Diagnosis of progressive
familial intrahepatic cholestasis was confirmed by genetic testing
demonstrating a gene mutation affiliated with progressive familial
intrahepatic cholestasis AND iii. Patient does not have any of the following
(a, b, or ¢): a) Cirrhosis OR b) Portal hypertension OR c) History of a
hepatic decompensation event AND Note: Examples of a hepatic
decompensation event include variceal hemorrhage, ascites, and hepatic
encephalopathy. iv. Patient has a serum bile acid concentration above the
upper limit of the normal reference range for the reporting laboratory.
Progressive Familial Intrahepatic Cholestasis, continuation-approve if the
patient has had a response to therapy and does not have any of the
following (a, b, or c): a) Cirrhosis OR b) Portal hypertension OR c) History
of a hepatic decompensation event.Note: Examples of a hepatic
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PA Criteria Criteria Details

decompensation event include variceal hemorrhage, ascites, and hepatic
encephalopathy. Alagille Syndrome, Initial therapy- approve if the patient
meets the following (i, i, iii, and iv): i. Patient has moderate-to-severe
pruritus, according to prescriber AND ii. Diagnosis of Alagille syndrome
was confirmed by genetic testing demonstrating a JAG1 or NOTCH2
deletion or mutation AND iii. Patient does not have any of the following (a,
b, or ¢): a) Cirrhosis OR b) Portal hypertension OR c) History of a hepatic
decompensation event - Note: Examples of a hepatic decompensation
event include variceal hemorrhage, ascites, and hepatic encephalopathy.
AND iv. Patient has a serum bile acid concentration above the upper limit
of the normal reference range for the reporting laboratory. Alagille
Syndrome, continuation-approve if the patient has had a response to
therapy and does not have any of the following (a, b, or c): a) Cirrhosis OR
b) Portal hypertension OR c) History of a hepatic decompensation event.
Note: Examples of a hepatic decompensation event include variceal
hemorrhage, ascites, and hepatic encephalopathy.

Indications All FDA-approved Indications.

Off-Label Uses N/A

Part B No
Prerequisite
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BYOOVIZ

Products Affected

« Byooviz

PA Criteria Criteria Details
Exclusion N/A

Criteria

Required Diagnosis

Medical

Information

Age Restrictions | N/A

Prescriber
Restrictions

Administered by or under the supervision of an ophthalmologist

Coverage 1 year
Duration
Other Criteria N/A

Indications

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

Off-Label Uses

Retinopathy of prematurity, diabetic retinopathy, diabetic macular edema

Part B
Prerequisite

No
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C1 ESTERASE INHIBITORS

Products Affected

« Berinert intravenous Kit o Haegarda
o Cinryze o Ruconest
PA Criteria Criteria Details

Exclusion N/A

Criteria

Required N/A

Medical

Information

Age Restrictions | N/A

Prescriber
Restrictions

prescribed by or in consultation with an allergist/immunologist or a
physician that specializes in the treatment of HAE or related disorders

Coverage
Duration

1 year

Other Criteria

Hereditary Angioedema (HAE) Due to C1 Inhibitor (C1-INH) Deficiency
[Type I or Type I1], Prophylaxis, Initial Therapy: approve if the patient has
HAE type | or type Il confirmed by low levels of functional C1-INH
protein (less than 50 percent of normal) at baseline and lower than normal
serum C4 levels at baseline. Patient is currently taking for prophylaxis -
approve if the patient meets the following criteria (i and ii): 1) patient has a
diagnosis of HAE type I or 1, and ii) according to the prescriber, the
patient has had a favorable clinical response since initiating prophylactic
therapy compared with baseline. HAE Due to C1-INH Deficiency [Type |
or Type I1], Treatment of Acute Attacks, Initial Therapy: approve if the
patient has HAE type | or type Il confirmed by low levels of functional C1-
INH protein (less than 50 percent of normal) at baseline and lower than
normal serum C4 levels at baseline. Patient who has treated previous acute
HAE attacks: approve if the patient has a diagnosis of HAE Type | or Type
I and according to the prescriber, the patient has had a favorable clinical
response.
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PA Criteria Criteria Details

Indications All FDA-approved Indications.

Off-Label Uses N/A

Part B No
Prerequisite
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CABLIVI

Products Affected
« Cablivi injection kit

PA Criteria Criteria Details

Exclusion N/A

Criteria

Required Diagnosis, concurrent medications
Medical

Information

Age Restrictions | 18 years and older

Prescriber Prescribed by or in consultation with a hematologist
Restrictions

Coverage Approve for 12 months

Duration

Other Criteria aTTP-approve if the requested medication was initiated in the inpatient
setting in combination with plasma exchange therapy AND patient is
currently receiving at least one immunosuppressive therapy AND if the
patient has previously received Cablivi, he/she has not had more than two
recurrences of aTTP while on Cablivi

Indications All FDA-approved Indications.

Off-Label Uses N/A

Part B No
Prerequisite
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CABOMETYX

Products Affected

o Cabometyx

PA Criteria Criteria Details

Exclusion N/A

Criteria

Required Diagnosis, histology, RET gene rearrangement status for NSCLC
Medical

Information

Age Restrictions

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

Prescriber N/A
Restrictions

Coverage 1 year
Duration

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
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PA Criteria Criteria Details

Part B No
Prerequisite
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CALQUENCE

Products Affected

« Calquence o Calquence (acalabrutinib mal)
PA Criteria Criteria Details
Exclusion N/A

Criteria

Required N/A

Medical

Information

Age Restrictions | N/A

Prescriber N/A

Restrictions

Coverage 1 year

Duration

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.
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PA Criteria Criteria Details

Part B No
Prerequisite
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CAMZYOS

Products Affected

o Camzyos

PA Criteria Criteria Details
Exclusion N/A

Criteria

Required Diagnosis

Medical

Information

Age Restrictions

18 years and older (initial and continuation)

Prescriber
Restrictions

Prescribed by a cardiologist (initial and continuation)

Coverage
Duration

Initial-8 months, continuation- 1 year

Other Criteria

Obstructive hypertrophic cardiomyopathy, initial-Approve if the pt meets
the following criteria (i, ii, iii and iv): i.Pt meets both of the following (a
and b): a)Pt has at least 1 symptom associated w/obstructive hypertrophic
cardiomyopathy (Note: examples include shortness of breath, chest pain,
lightheadedness, fainting, fatigue, and reduced ability to perform physical
exercise), AND b)Pt has New York Heart Association Class Il or 11l
symptoms of heart failure (Note:Class Il signifies mild symptoms with
moderate physical activity and some exercise limitations whereas Class 111
denotes noticeable symptoms with minimal physical activity and patients
are only comfortable at rest), AND ii.Pt has left ventricular hypertrophy
and meets 1 of the following (a or b): a)Pt has maximal left ventricular wall
thickness greater than or equal to 15 mm, OR b)Pt has familial
hypertrophic cardiomyopathy with a maximal left ventricular wall
thickness greater than or equal to 13 mm, AND iii.Pt has a peak left
ventricular outflow tract gradient greater than or equal to 50 mmHg (at rest
or after provocation [Valsalva maneuver or post exercise]), AND iv. Pt has
a left ventricular ejection fraction of greater than or equal to 55 percent.
Cont-Approve if pt meets ALL of the following criteria (i, ii, iii and iv):

Updated 05/2024

Y0026_204255_C

EmblemHealth Plan, Inc., HIP Health Plan of New York (HIP), HIP Insurance Company of New
York and EmblemHealth Services Company, LLC are EmblemHealth companies.
EmblemHealth Services Company, LLC provides administrative services to the EmblemHealth

companies.

81




»¢ EmblemHealth

PA Criteria Criteria Details

i.Pt has been established on therapy for at least 8 months (Note: pt who has
received less than 8 months of therapy or who is restarting therapy is
reviewed under initial therapy), AND ii.Pt meets both of the following (a
and b): a)Currently or prior to starting therapy, pt has or has experienced at
least 1 symptom associated with obstructive hypertrophic cardiomyopathy,
AND b)Currently or prior to starting therapy, pt is in or was in New York
Heart Association Class Il or 111 heart failure, AND iii.Pt has a current left
ventricular ejection fraction of greater than or equal to 50 percent, AND
iv.Pt meets at least 1 of the following (a or b): a)Pt experienced a beneficial
clinical response when assessed by at least 1 objective measure
(Note:Examples include improved peak oxygen consumption/mixed
venous oxygen tension, decreases in left ventricular outflow tract gradient,
reductions in N-terminal pro-B-type natriuretic peptide levels, decreased
high-sensitivity cardiac troponin I levels, reduced ventricular mass index,
and/or a reduction in maximum left atrial volume index), OR b)Pt
experienced stabilization or improvement in at least 1 symptom related to
obstructive hypertrophic cardiomyopathy (Note:Examples of symptoms
include shortness of breath, chest pain, lightheadedness, fainting, fatigue,
ability to perform physical exercise, and/or favorable changes in the
Kansas City Cardiomyopathy Questionnaire-23 (KCCQ-23) Clinical
Summary Score (CSS) or Hypertrophic Cardiomyopathy Symptom
Questionnaire (HCMSQ) Shortness of Breath domain scores.)

Indications All FDA-approved Indications.

Off-Label Uses N/A

Part B No
Prerequisite
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CAPRELSA

Products Affected
» Caprelsa oral tablet 100 mg, 300 mg

PA Criteria Criteria Details

Exclusion N/A
Criteria

Required N/A
Medical

Information

Age Restrictions | N/A

Prescriber N/A
Restrictions

Coverage 1 year
Duration

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
o Carbaglu o carglumic acid

PA Criteria Criteria Details

Exclusion N/A
Criteria

Required Diagnosis
Medical

Information

Age Restrictions | N/A

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

Coverage NAGS-Pt meets criteria no genetic test-3 mo. Pt had genetic test-12 mo,
Duration 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 No
Prerequisite
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CAYSTON

Products Affected
o Cayston

PA Criteria Criteria Details

Exclusion N/A
Criteria

Required Diagnosis
Medical

Information

Age Restrictions | N/A

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

Coverage 1 year

Duration

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 N/A

Part B No
Prerequisite
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CEPROTIN

Products Affected

o Ceprotin (Blue Bar) o Ceprotin (Green Bar)
PA Criteria Criteria Details

Exclusion N/A

Criteria

Required Diagnosis

Medical

Information

Age Restrictions | N/A

Prescriber
Restrictions

Prescribed by or in consultation with a hematologist

Coverage
Duration

1 year

Other Criteria

Protein C Deficiency, Severe-approve if the patient meets the following
criteria A, B and C: A) The diagnosis of protein C deficiency is confirmed
by at least one of the following (i, ii, or iii): i. Plasma protein C activity
below the lower limit of normal based on the age-specific reference range
for the reporting laboratory OR ii. Plasma protein C antigen below the
lower limit of normal based on the age-specific reference range for the
reporting laboratory OR iii. Genetic testing demonstrating biallelic
mutations in the PROC gene AND B) Acquired causes of protein C
deficiency have been excluded AND C) Patient has a current or prior
history of symptoms associated with severe protein C deficiency (e.g.,
purpura fulminans, thromboembolism).

Indications All FDA-approved Indications.
Off-Label Uses N/A
Part B No

Prerequisite
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CERDELGA

Products Affected
o Cerdelga

PA Criteria Criteria Details

Exclusion N/A

Criteria

Required Diagnosis, lab test results
Medical

Information

Age Restrictions | N/A

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

Coverage 1 year
Duration

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 N/A

Part B No
Prerequisite
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CEREZYME

Products Affected
« Cerezyme intravenous recon soln 400 unit

PA Criteria Criteria Details

Exclusion N/A

Criteria

Required Diagnosis, genetic tests and lab results
Medical

Information

Age Restrictions | N/A

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

Coverage 1 year
Duration

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 N/A

Part B No
Prerequisite
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CHEMET

Products Affected
e Chemet

PA Criteria Criteria Details

Exclusion N/A

Criteria

Required Blood lead level
Medical

Information

Age Restrictions | Approve in patients between the age of 12 months and 18 years

Prescriber Prescribed by or in consultation with a professional experienced in the use

Restrictions of chelation therapy (eg, a medical toxicologist or a poison control center
specialist)

Coverage Approve for 2 months

Duration

Other Criteria Approve if Chemet is being used to treat acute lead poisoning (not as
prophylaxis) and prior to starting Chemet therapy the patient's blood lead
level was greater than 45 mcg/dL.

Indications All FDA-approved Indications.

Off-Label Uses N/A

Part B No
Prerequisite
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CHENODAL

Products Affected
e Chenodal

PA Criteria Criteria Details

Exclusion N/A
Criteria

Required N/A
Medical

Information

Age Restrictions | N/A

Prescriber N/A

Restrictions

Coverage Authorization will be for 1 year
Duration

Other Criteria For the treatment of gallstones, approve if the patient has tried or is
currently using an ursodiol product.

Indications All FDA-approved Indications.

Off-Label Uses N/A

Part B No
Prerequisite
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CHOLBAM

Products Affected
o Cholbam oral capsule 250 mg, 50 mg

PA Criteria Criteria Details

Exclusion Combination therapy with Chenodal
Criteria

Required N/A

Medical

Information

Age Restrictions | N/A

Prescriber
Restrictions

Prescribed by or in consultation with hepatologist, metabolic specialist, or
Gl

Coverage
Duration

3 mos initial, 12 mos cont

Other Criteria

Bile acid synthesis d/o due to SEDs initial - Diagnosis based on an
abnormal urinary bile acid as confirmed by Fast Atom Bombardment
ionization - Mass Spectrometry (FAB-MS) analysis or molecular genetic
testing consistent with the diagnosis. Cont - responded to initial Cholbam
tx with an improvement in LFTs AND does not have complete biliary
obstruction. Bile-Acid Synthesis Disorders Due to Peroxisomal Disorders
(PDs), Including Zellweger Spectrum Disorders initial - PD with an
abnormal urinary bile acid analysis by FAB-MS or molecular genetic
testing consistent with the diagnosis AND has liver disease, steatorrhea, or
complications from decreased fat soluble vitamin absorption (e.g., rickets).
Cont - responded to initial Cholbam therapy as per the prescribing
physician (e.g., improvements in liver enzymes, improvement in
steatorrhea) AND does not have complete biliary obstruction.

Indications

All FDA-approved Indications.

Off-Label Uses

N/A

Updated 05/2024
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