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POLICY NAME:
ACTEMRA
Affected Medications : ACTEMRA (tocilizumab)
Covered 91 All FDAapproved indiations not otherwise excluded by plan design
Uses:
Required 1 Documentation of moderate to severe disease despite current treatment (indication must
Medical documented in chart notes within the last 6 months)
Information: f Documentation of complete and current treatment course
1 Documented current level of diseaseti@ity/disease control
1 Patient weight
Rheumatoid Arthritis
9 Laboratory test confirming diagnosis of rheumatoid arthritis (@GP, RF)
1 Documented current level of disease activity with one of the following:
1 The Disease Activity Score derivative fojd8ts (DAS8) greater than 3.2
1 The Simplified Disease Activity Index (SDAI) greater than 11
9 The Clinical Disease Activity Index (CDAI) greater than 10
1 Weighted RAPID3 of at least 2.3
Giant Cell Arteritis (GCA)
1 GCA is only approved for subcutaneous {&@)ulation
9 Diagnosis based on temporal artery biopsy or color doppler ultrasound OR
9 Large vessel giant cell arteritis (GCA) diagnosis by advanced imaging of the vascular treg
computed tomography (CT), magnetic resonance imaging(MRI), magnetic resonan
angiography (MRA), positron emission tomography (PET) or PET with CT
Appropriate Rheumatoid arthritis
Treatment 9 Has failed minimum 12 weeks trial of combination diseamwrlifying antirheumatic drugs
Regimen & therapy: methotrexate 2%ng (IM or SQ) With hydroxychloroquine andfuifasalazine, or
Cc):irggrria- leflunomide
’ 1 Has failed minimum 12 weeks of Humira AND minimum 12 weeks of Enbrel individually
9 Forintravenous request: Treatment failure with subcutaneous route
1 Dosing: 4 mg/kg once everywkeks; may be increased to 8 mg/kg once every 4 weeks bas
on clinical response (maximum dose: 800 mg)
1
Polyarticular juvenile idiopathic arthritis
9 Failure with a minimum 12 weeks of Humira AND minimum 12 weeks of Enbrel individua
1 I1vDosingg
0 less tharmB0 kg: 10 mg/kg once every 4 weeks
0 30 kgor greater 8 mg/kg once every 4 weeks
1 SC Dosing
0 lessthan 30 kg: 162 mg once every 3 weeks
0 30 kgor greater 162 mg once every 2 weeks
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Systemic juvenile idiopathic arthritis
1 Has failed minimum 12 wé&e of Humira AND minimum 12 weeks of Enbrel individually
1 IVDosing:
0 Lessthan 30 kg: 12 mg/kg once every 2 weeks
0 30 kgor greater 8 mg/kg once every 2 weeks
I SC Dosing:
0 Lessthan 30 kg: 162 mg once every 2 weeks
0 30 kg or greater: 162 mg once weekly

Giantcell arteritis

1 Documented resistant disease with treatment failure to glucocorticoids

1 QL 0.9ml (126 mg) given once weekly. 3 month supply

1 Reauthorization Achieving remission or improvement defined as absence or a decrease
GCA signs and symptoms, nalimation of erythrocie sedimentation rate (ESR) (to less tha
30 mm/hr without an elevation at least or greater tha@ mm/hr attributable to GCA)
normalization of @eactive protein to less thadmg/dL and successful adherence to
prednisone taper

Cytokine Release Syndrome (CRBJ formulation only

1 For patients less than 30kg, recommended dose is 12mg/kg; patients 30kg or greater
recommended dose is 8mg/kg up to maximum of 800mg

1 Maximum of 4 doses total may be administered

Reauthorization:documentation of treatment success

Exclusion 1 ANC less than 2,000/mm3, platelets less than 100,000/mm3, or ALT or AST 1.5 times ab
Criteria: upper limit of normal
9 History of Gl perforation or diverticulitis
9 Prior intolerance or allergic reactiaa Actemra
9 Concurrent use of biologic DMARDSs such as Orencia (abatacept), Rituxan (rituximab), H
(adalimumab), Remicade (infliximab), Cimzia (certolizumab), Simponi (golimumab), Kine
(anakinra), Xeljanz (tofacitinib).
1 Hepatitis B, positive tuberaosis or herpes zoster
1 Severely uncontrolled hyperlipidemia
Age 1 Rheumatoid arthritis: 18 years or older
Restriction: ' Polyarticular JIA or Systemic JIA: Ages 2 to 16
Prescriber 1 Prescribed by or in consultation with a rheumatologist
Restrictions: 1 Allapprovals are subject to utilization of the stacost effective site of care
Coverage 1 Initial approval: 4 months initiationunless otherwise specified
Duration: 1 Reauhorization: 12 monthsunless otherwise specified
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POLICY NAME:
ABILIFY MAINTENA

Affected Medications

: ABILIFY MAINTENA (aripiprazole suspension, reconstituted) (**Medical benefit only)

Covered Uses:

1 All FDAapproved indications not otherwise excludby benefit design.

Required Medical
Information:

Diagnosis of schizophrinandon maintenance treatment

= =

Abilify Maintena or Abilify solution

The patient has received at least ONE of the following: oral aripiprazole (Ab

Appropriate Treatment
Regimen & Other
Criteria:

1 Documented failure or contraindication to Risperdal Consta

significant response to therapy

Reauthorizationwill require documentation of treatment success and a clinically

Exclusion Criteria:

Age Restriction:

Prescriber Restrictions:

9 Psychiatrist or receiving input from a psychiatry practice

Coverage Duration:

1 Approval: 12 months, unless otherwise specified.
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POLICY NAME:
ACTHAR HP

Affected Medications

: ACTHAR HP (repository corticotripin injection)

Covered Uses: 1 All FDAapproved indcations
1 Diagnostic adrenocortical function
Required 1 Diagnosis of infantile spasms and the patient is currently receiving treatment with HP
Medical Acthar gel and has shown substantial clinical benefit from therapy, OR the patient hal
Information: received previous treatment with HP Acthar gel and the patielgss than 2 years of age
(If yes, skip directly to exclusion criteriagDR
1 HP Acthar gel is being requested for diagnostic testing of adrenocortical function and
patient cannot be tested with Cosyntropin, OR
1 Acthar Gel is requested for serum sicknasd the patient had an inadequate response
parenteral corticosteroids, OR
1 Acthar Gel is requested for rheumatic diseases, used as adjunctive treatment, and th
patient had an inadequate response to parenteral corticosteroids, OR
1 The patient has a diags@s of nephrotic syndrome, the therapy is being requested for
induction of diuresis or for remission proteinuria, and the patient had an inadequate
response to parenteral corticosteroids, OR
1 The therapy is requested for multiple sclerosis (MS) exacerbatidrthe patient had an
inadequate response to parenteral corticosteroids, OR
1 The patient has Collagen diseases (eg, systemic lupus erythematosus (SLE),
dermatomyaositis, or polymyositis), Dermatologic disorders (eg, severe erythema
multiforme, Stevenslohrson syndrome), Ophthalmic disorders, acute or chronic (eg, i
keratitis, optic neuritis), or Symptomatic sarcoidosis AND the patient had an inadequ
response to parenteral corticosteroids.
Appropriate 1 MS exacerbationFailure to generic orédNDintravenous glucocorticoids
Treatment 9 SLEFailure to hydroxychloroquine or chloroquiddDgeneric glucocorticoids
Regimen &
Other Criteria: Reauthorizationwill require documentation of treatment success and a clinicadigicant
response to therapy
Exclusion Receipt of live or live attenuated vaccineghin 6 weeks of H.P. Acthar Gel
Criteria: Suspected congenital infection (infants)

=4 =4 = =8 =8 -8 -8 -8 a8 n

Scleroderma

Osteoporosis

Systemic fungal infections

Peptic ulcer disease

Ocular herpes simplex

Congestive heart failure

Recent surgery

Uncontrolled hypertension

Known hypersensitityf to porcine proteins

14
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9 Primary adrenocortical insufficiency or hyperfunction

Age Restriction:

Prescriber

Restrictions:

Coverage 1 Approvals:

Duration: Infantile Spasms, Rheumatic Diseases, Nephrotic Syndrome, Collagen Diseases,

Dermatologic Disease®phthalmic Disorders, or Symptomatic Sarcoidosis = 6 months
unless otherwise specified

Diagnostic Use = 1 dose, (30 days), unless otherwise specified
Serum Sickness = 1 month, unless otherwise specified

MS Exacerbation = 3 weeks, unless otherwise spdcifie
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POLICY NAME:
ACTIMMUNE

Affected Medications

: ACTIMMUNHEnterferon Gamma 1 b)

Regimen & Other
Criteria:

Covered Uses: 1 All FDAapproved indications not otherwise excludbg benefit design.
Required Medical 1 FDA approved indication must be documented inttiember's chart notes within
Information: the most recent 12 months
1 Patient's body surface area (BSA) must be documented along with the prescr
dose.
1 Pediatrics with BSA less than 0.5 meight must be documented along with
prescribed dose.
1 Recent CBC with differgal and platelet counts, liver function test
Chronic granulomatous disease
9 Patient is on prophylaxis regimen: antibacterial and antifungal
Appropriate Reauthorizationwill require documentation of treatment success and a clinically
Treatment significant response to therapy

Exclusion Criteria: 9 Labs outside of normal limits must have documentation of benefit of thearpy
outweighing risk (bone marrow toxicity and hepatotoxicity)

1 Doses above 50 mcg/Mm
Age Restriction:
Prescriber 1 Chronic granulomatous disease: prescribed by or in consultation with a
Restrictions: rheumatologist or an infectious disease specialist

1 Severe, malignardsteoporosis prescribed by or in consultation wiin oncologist
Coverage Duration: 1 Approval = 12 maths, unless otherwise specified
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POLICY NAME:

ADAGEMN:. REVCOVI
Affected Medications

: ADAGEN (pegademase bovine)

Covered Uses: 1 Al FDA approved indications not otherwise excluded by plan design.
1 Treatment of adenosine deaminase severe combined immune deficiency
(ADA -SCID) in pediatric  and adult patients
Required Medical 1 A confirmed diagnosis of adenosine deaminase severe combined immune
0 Absent ADA levels in lysed erythrocytes
o A marked increase in deoxyadenosine triphosphate (dATP) levels in
erythrocyte lysates
o A significant decrease in ATP concentration in red blood cells
0 Absent or extremely low levels of N adenosylhomocysteine hydrolase in
red blood cells
0 Increasein2' -deoxy adenosine in urine and plasma
Appropriate 1 Documentation showing that neither gene therapy nor a matched sibling or
Treatment family donor for HCT (hematopoietic cell transplantation) is available, or that
Regimen & Other gene therapy or HCT wa s unsuccessful AND
Criteria: 1 For Revcovi requests - documentation that treatment with Adagen was
unsuccessful
Exclusion 1 Other forms of autosomal recessive SCIDs
Criteria: 9 All uses not listed under covered uses are considered experimental
Age Restriction:
Prescriber 1 Immunologist or prescriber experienced in SCID
Restrictions: 1 All approvals are subject to utilization of the most cost effective site of care
Coverage 9 Initial Authorization: 4 months, unless otherwise specified
Duration: 1 Reauthorization: 6  months, unless otherwise specified
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POLICY NAME:
ADCIRCA
Affected Medications : ADCIRCadalafil)
Covered Uses: 1 All FDAapproved indications not otherwise excludby benefit design.
Required Medical 1 Pulmonary arterial hypertensiofPAHYWHO Group 1) confirmed by right heart
Information: catheterization
9 Etiology of PAH (idiopathic, heritable, or associated with connective tissue dis
T NYHA/WHO Functional Class Il or Il symptoms
1 Documentation of Acute Vasoreactivity Test{pgsitive result equires trial/failure
to calcium channel blocker)
Appropriate 1 Inadequate response or intolerance to sildenafil citrate tablets (Revatio)
Treatment 1 Subsequent approvals require documentation of treatment success such as
Regimen & Other improvedwalking distance or improvements in functional class
Criteria:
Reauthorizationwill require documentation of treatment success and a clinically
significant response to therapy
Exclusion Criteria: 1 Concomitant nitrate therapy on a regular or intermittent basis
I Concomitant use of Guanylate Cyclase Stimulators (eg. riociguat)
Age Restriction:
Prescriber 1 Cardiologist or &monologist
Restrictions:
Coverage Duration: 1 12 months unless otherwise specified
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POLICY NAME:
ADEMPAS

Affected Medications

: ADEMPAGiocigua)

Covered Uses:

1 All FDAapproved indications not otherwise excludbey benefit design.

Required Medical

Chronic thromboembolic pulmonary hypertension (CTEPH)

Regimen & Other
Criteria:

Information: T WHO Group 4 with documented thromboembolic occlusion of proximéistal
pulmonary vasculature and mean pulmonary arterial pressure of at least 25 mmHg ¢
in the absence of elevated pulmonary capillary wedge pressure (i.e. PCWP not mor
15 mmHg)

Pulmonary arterial hypertension (PAH)

1 WHO Group 1 confirmed bygtit heart catheterization

1 Etiology of PAH (idiopathic, heritable, or associated with connective tissue disease)

T NYHA/WHO Functional Class Il to 11l symptoms

1 Documentation of Acute Vasoreactivity Testing (positive result requires trial/failure t

calcium clannel blocker)

9 Liver Function Test and creatinine clearance, baseline exercise testing (6MWD)
Appropriate CTEPH
Treatment 1 Documentation of failure of or inability to receive pulmonary endarterectomy surgery

9 Current therapy with anticoagulants

PAH

1 The following supportive care should be considered: anticoagulants, diuretics, oxygg¢
digoxin

9 Failure/Contraindication to the following therapy classes: PDES5 inhibitors AND endag
receptor antagonists

1 Efficacywas shown in patients on Adempas monotherapy or in combination with
endothelin receptor antagonists or prostanoids

i Safety and efficacy have not been demonstrated in patients with creatinine clearanc
than or equal to 15 ml/min or on dialysis

1 Safetyand efficacy have not been demonstrated in patients with severe (€hifgh class
C) hepatic impairment

1 Reauthorization:Subsequent approvals require documentation of treatment success
such as improved walking distance or improvements in functional class

Exclusion
Criteria:

Pregnancy
Concomitant use with nitrates or nitric oxide donors (such as amyl nitrite)

= =
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1 Concomitant use with specific PIBEnhibitors (such as sidenafil, tadalafil, or vardenafi
or nonspecific PDE inhibitors (such as dipyridamoltheophylline)
1 Use in patients with symptomatic pulmonary hypertension associated with in idiopa
interstitial pneumonias (PHP)
Age Restriction:
Prescriber 1 Cardiologist or Pulmonologist
Restrictions:
Coverage 1 12 months, unlesstherwise specified
Duration:
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POLICY NAME:
AFINITOR
Affected Medications : AFINIT®
Covered Uses: 1 NCCN indications witkvidence level of 2A or higher
Required Medical 1 Documentation of performance status, all prior therapies used, and prescribed
Information: treatment regimen
Documentation of use with NCCN 2A or higher level of evidence regimen
Appropriate 1 Documentation of medication review and / or avoidance with strong CYP3A4
Treqtment inhibitors, CYP3A4 inducers, PgP inhibitors
CR:e_tglmen & Other f Reauthorizationrequires documentation of disease responsiveness to therapy
riteria:
Exclusion Criteria: 1 Hypersensitivity to rapamycigerivatives
1 Karnofsky Performance Status less than or equal to 50% or ECOG performar]
score greater than or equal to 3
Age Restriction:
Prescriber 1 Oncologist
Restrictions:
Coverage Duration: 1 Initial approval: 3 monthsunless otherwise specified
9 Reauthorization: 12 monthsinless otherwise specified
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POLICY NAME:

AFINITOR DISPERZ
Affected Medications

: AFINITOR DISPERZ

Covered Uses:

1 NCCN indications with evidence level of 2A or higher
1 FDAapproved indications not otherwise excludedign design

Required Medical

SUBEPENDYMAL GIANT CELL ASTROCYTOMA (SEGA) INDICATION:

Regimen & Other
Criteria:

Information: q Diagnosis of SEGA
TUBEROUS SCLEROSIS COMPLEXSBSITATED PARTONSET SEIZURES
1 Documentation of monotherapy failure for seizure control witbifferent Antk
Epleptic regimens AND
1 Documentation of failure with at least 1 alternative adjunct therapy for seizure
control
1 Documentation that therapy is being used as adjunct therapy for seizures
Appropriate SEGA INDICATION:
Treatment 9 Patient has SEGA associated with a tuberous sclerosis complex (TSC) that re

therapeutic intervention but is not a candidate for curative surgical resection.

1 Documentation of medication review and / or avoidance with strong
CYP3Ashibitors, CYP3A4 inducers, PgP inhibitors

1 Reauthorizationrequires documentation of disease responsiveness to therapy

Exclusion Criteria:

Age Restriction:

1 Greater than or equal to 1 year

Prescriber
Restrictions:

SEGA INDICATION:

1 Must be prescribedby or in consultation with an oncologist
TSCASSOICATED PARTOMNSET SEIZURES:

1 Neurologist or specialist in the treatment of TSC

Coverage Duration:

9 Initial Authorization3 months, unless otherwise specified
1 Reauthorization12 months, unless otherwisspecified
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POLICY NAME:
ALDURAZYME
Affected Medications : ALDURAZYMaronidase)
Covered Uses: 1 All FDA approved indications not otherwise excluded by benefit design.
Required Medical 1 Diagnosis of one the following typenucopolysaccharidosis:
Information: A Hurler Mucopolysacchardiosis | (MPS | H)
A HerlerScheie Mucopolysaccharidosis | (MPS | H/S)
A Scheie form of Mucopolysacchardiosis (MPS | S) with moderate to severe
symptoms
9 Diagnosis confirmed by an essay assay showing deficiengyheflaiduronidase
enzyme activity or by DNA testing
1 Patient weight
Appropriate 1 Appropriate medical support readily available when Aldurazyme is administere
Treatment case of anaphylaxis or severe allergic reaction
cR:e_gm_me_n & Other f Pretreatment with antipyretics and/or antihistamines prior to infusion
riteria: 1 QL: 0.58 mg/kg intravenous once weekly
1 Reauthorization:documentation of treatment success define as improvement ir|
percent predicted forced vital capacity (FV&yminute walk testsleep apea,
shoulder flexion, and activities of daily living
Exclusion Criteria: 9 Treatment of central nervous system manifestation of the disorder
Age Restriction:
Prescriber
Restrictions:
Coverage Duration: 1 Approval: 12 months, unless otherwise specified
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POLICY NAME:
ALGLUCOSIDASE ALFA
Affected Medications : LUMIZYMHEalglucosidase alfa)
Covered Uses: 1 All FDAapproved indications not otherwise excludbgbenefit design.
Required Medical 1 Diagnosis of Pompe disease confirmed by an enzyme assay demonstrating a defig
Information: of I O A-dqRucdsidase (GA&nzyme activity or by DNA testing that identifies mutatior
in the GAA gene.
1 Patient weight and @inned treatment regimen.
Appropriate 1 Appropriate medical support is readily available when medication is administered i
Treatment event of anaphylaxis, severe allergic reaction, or acute cardiorespiratory failure.
Regimen & Other
Criteria: Reauthorizationwill require documentation of treatment success and a clinicajigicant

response to therapy

Exclusion Criteria:
Age Restriction:
Prescriber
Restrictions:

Coverage Duration: 1 Approval: 12 monthsunless otherwise specified.
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POLICY NAME:

ALPHAL PROTEINASE INHIBITORS
: ARALASNIP, GLASSIA, PROLAETIEMAIRA

Affected Medications

Criteria:

Covered Uses: 1 All FDA approved indications not otherwise excluded by benefit design.
Required Medical 1 Documentation of severalphal-antitrypsin (AAT) deficiency with emphysema (
Information: Chronic Obstructive Pulmonary Disease)
1 Baseline (pretreatment) alpha 1 antitrypsin serum concentration less than or e
to 11 micronM (11 micromol/L or 57 mg/dL by nephelometry
9 Forced Expiratory Vaine (FEV1) 365% predicted OR Forced Expiratory Volumé
(FEV1) reduction equal to or greater than 120mL per year
Appropriate 1 Documentation of norsmoker or has quit smoking for at least the prior 6 month
Treatment 9 Patient hasot received a liver or lung transplantation
Regimen & Other 1 Dosing: 60 mg/kg IV once weekly

Reauthorizationwill require documentation of treatment success and a clinically

significant response to therapy

Exclusion Criteria: 1 Use in the management of:
9 Cystic fibrosis
1 COPD without alphaantitryspin deficiency
1 Alphatantitrypsin deficiency without lung disease (even if deficiemcuced
hepatic disease is present
9 Bronchiectasis (without alphadntitrypsin deficiency)
9 Patients with IgA deficiency (less than or equal3omg/dL) or IgA antibody
deficiency
Age Restriction:
Prescriber
Restrictions:
Coverage Duration: 1 Approval: 12 months, unless otherwise specified
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POLICY NAME:
AMPYRA
Affected Medications : AMPYRA (dalfampridine)
Covered Uses: 1 All FDAapproved indications not otherwise excluded from plan design.
Required Medical 1 Documentation of dosing and patient renal function (height / weight and serum
Information: creatinine OR eGFR OR CrCl).
1 If dosage > 20mg per day, then documentation suppottisigg greater than maximum
recommended FDA dose.
1 Documentation of baseline walking ability
Appropriate For initial approval for MS:
Treatment 1 Authorize for 90 days;
Regimen & Other 1 After up to 90 days of dalfampridine extended release thgrapMS patient has had a
Criteria: response to therapy as determined by prescribing physician (eg, increased walking
distance, improved leg/limb strength, improvement in activities of daily living), then ¢
additional authorization is allowed.
Exclusion 1 History of seizures
Criteria: 1 Dose > 10 mg twice daily OR
f / NBFGAYAYS Of SFNIYyOS X pn Y[KYAY
Age Restriction:
Prescriber 1 Prescribed by or after consultation with a neurologist or an MS specialist.
Restrictions:
Coverage 1 Initial approval: 3nonths, unless otherwise specified
Duration: 1 Reauthorization: 12 months, based on treatment response unless otherwise specifi
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POLICY NAME:
ANTIEMETICS
Affected Medications
palonosetron 0. 25mg),
0.5mg)

: Aloxi (palonosetron HCI 25 mcg), Akynzeo (fosnetupitant 235mcg and
Emend IV (fosprepitant 1 mg), Cinvanti (aprepitant 1 mg), Varubi (rolapitant

Covered Uses:

= =4

All FDAapproved indications not otherwise excluded by plan design
Aloxi (palonosetron)

o Prevention of chemotherapinduced nausea and vomiting (CINW#adult and
pediatric patients

o0 Prevention of posbperative nausea and vomiting (PONV) in adults

Emend (fosaprepitant)

o Prevention of acute and delayed nausea and vomiting associated with initial and
repeat courses of highly emetogenic cancer chemothe(&BC) including higthose
cisplatin

o Prevention of delayed nausea and vomiting associated with initial and repeat co
of moderately emetogenic cancer chemotherapy (MEC)

Cinvanti (aprepitant)

o0 Prevention of acute and delayed nausea and vomiting assakieité initial and
repeat courses of highly emetogenic cancer chemotherapy (HEC) includirdpisigh
cisplatin.

o Prevention of nausea and vomiting associated with initial and repeat courses of
moderately emetogenic cancer chemotherapy (MEC).

Varubi (rolapiant)

o0 Prevention of delayed nausea and vomiting associated with initial and repeat co
of emetogenic cancer chemotherapy, including, but not limited to, highly emetog
chemotherapy

Akynzeo (fosnetupitant and palonosetron)

o Prevention of acute and defad nausea and vomiting associated with initial and
repeat courses of highly emetogenic cancer chemotherapy.

0 Akynzeo injection is not approved for use in anthracycline or cyclophosphamide
based chemotherapy or chemotherapy not considered highly emetogenic

Required
Medical
Information:

|

For CINYdocumentation of planned chemotherapy regimen

For PONVplanned date of procedure

Highly emetogenic chemotherapy (HEC): Carboplatin, carmustine, cisplatin,
cyclophosphamide, dacarbazine, doxorubicin, epirubicisféimide, mechlorethamine,
streptozocin, FOLFOX regimen

The following can be considered HEC in certain patients: Dactinomycin, daunorubi
irinotecan, methotrexate (250 mg/m2 or greater), oxaliplatin, trabectedin

Appropriate
Treatment

Prevention of Chemotherapy induced Nausea and vomiting (CINV) in Adults

1 Aloxi:
o0 Documentation of highly emetogenic chemotherapy (HEC); OR
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Regimen &
Other Criteria:

o Failure with another SHF8ntagonist (i.e. ondansetron or granisetron) while
receiving the current chemothapy regimen defined as two or more
documented episodes of vomiting attributed to the current chemotherapy

i Emend/Cinvanti/Varubi:

o Documentation of highly emetogenic chemotherapy (HEC); OR

0 Moderately emetogenic chemotherapy and failure with a 5tdihggonst (i.e.
ondansetron or granisetron) in combination with dexamethasone while
receiving the current chemotherapy regimen

1 Akynzeo requires a highly emetogenic chemotherapy (HEC) regimen AND failure
another generically availablel3T3 receptor antagonige.g. ondansetron, granisetro
or palonosetron) and NK1 receptor antagonist (e.g. aprepitant, fosaprepitant or
rolapitant) while receiving the current chemotherapy regimen

1 Aloxiand Akynzeo are NOT covered for: Breakthrough emesis or repeat dosing ir]
multi-day emetogenic chemotherapy regimens

Prevention of Chemotherapy induced Nausea and vomiting (CINV) in Pediatric Patients
month to less than 17 years old)

1 Documentation of emetogenic chemotherapy

9 Aloxi and VarubiNot being used for acute nausea anmiting

Prevention of postoperative nausea and vomiting (PONV) in Adults [Aloxi only]
1 Dosing: 0.075 mg given immediately before anesthesia

Maximum 1 vial per 7 days for Aloxi, Emend, Akynzeo and Cinvanti; 1 vial per 14 days fq
Varubi

Reauthorizationrequires documentation of treatment success and initial criteria to be met

Exclusion
Criteria:

Age Restriction:

Prescriber
Restrictions:

1 Prescribed by or in consultation with an oncologist (For CINV)

Coverage
Duration:

1 Initial Authorization: @Gnonths, unless otherwise specified
1 Reauthorization (no renewal for PONV): 6 months, unless otherwise specified
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POLICY NAME:

ANTIHEMOPHILIC FACTORS

Affected Medications

. Advate, AdynovateCorifact,HelixateFS Hemofil M, Kogenate FS, Kony8@& MonoclateP,

Recombinate, Xyntha, Hemofil M, Benefix, Alphanine SD, Mononine, NovosewovBEightJivi,Koate DVI, Alphanate
HumateP, Wilate Feiba NFAlprolix, Eloctate, ObizuRixubis,Tretten, El@ate, IdelvionVonvendi, Afstyla, NuwjéRebinyn

Covered Uses:

l

All FDAapproved indications not otherwise excluded by benefit design.

Required Medical
Information:

T

=a =4

Documentation of dose based on reasonable projections and current dose utilizati

and product labeling, diagnosis, baseline factor level, circulating factor activity (% (

normal or units/dL) and rationale for use

Patient weight

Documentation with one of the following diagnostic categories:

1 Treatment of acute moderate to severe bleedomtients with severe hemophilia A
severe hemophid B, or severe von Willebramisease

1 Treatment of bleeding prevention in surgical or invasive procedure in patients \
hemophilia A, Bmophilia B, or von Willebrardisease

1 Use as primary prophylactiberapy in patient with severe hemophilia A, severe
hemophilia. = 2NJ AaSOSNBE @2y 2Afft SoNFYRQaA

1 Documentation of treatment of acute bleeding in patients with severe hemophil
OR primary prophylactic therapy to maam factor levels greater than 1% of
normal OR

1 Documentation of treatment and management of acute bleeding episodes in
patients with mild hemophilia (factor levels greater than 5 and less than 30%) (
actual levels for mild hemophilia is29%

1 Moderate hanophilia (factor levels 1% to 5%) OR

1 Documentation of the management of acute bleeding in clinical situations in
patients with von Willebainddisease that are at an increased risk of bleeding

Reauthorization requires documentation of planned treatment dgswumber of acute

bleeds since last approval with severity and cause of bleed, past treatment history

titer inhibitor level to factor VIII, and l&s appropriate

Appropriate
Treatment
Regimen & Other
Criteria:

= =

Hemophilia A (factor VIII deficiency)

Approval based on necessity alathoratory titer levels

Documentation of Bethesda Titer level, number of bleeds in past 3 months with
severity and cause of bleed

Gonfirmed diagnosis of von Willebrand disease with plasma von Willebrand factor
(VWF) antigen, plasma VWF activity, and factor VIII activity

1

1

Documented treatment failure or contraindication to Stimate (demopressin) in mild
(greater than 5%) hemophilia

For Benefixldelvionand Rebinyndocumentation of failure or contraindication to
Rixubis

For NovoEight, Afstyla, and Nuwiqg: Must have documentation of failure or
contraindication to Advate or Hemofil M.
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i For Eloctate: documentmn of failure orcontraindication to Advate, Helixate FS,
Kogenate FS, Xyntha, or NovoEight
1 For Alprolix: documentation of contraindication to Rixibus in perioperative
management
1 For Vonvendi: dcumentation of failure or contraindication to Humate P AND
Alphanate
1 Documentation indicates requested medication is to achieve or maintain but not tg
exceed maximum functional capacity in performing daily activities
Exclusion Criteria: 1 History ofanaphylaxis or severe hypersensitivity to any component of the chosen ¢
1 Acute thrombosis, embolism or symptoms of disseminated intravascular coagulati
(DIC)
1 Obizur will not be approved for the treatment of congenital hemophilia A or von
Willebrands isease
1 Tretten will not be approved for the diagnosis of congenital factor XdutBinit
deficiency
9 Jivi andAdynovate will not be approved for the treatment of von Willebrand diseasg
and is not for patiergless than 12 years old
1 Idelvion will not be aproved for immune tolerance induction in patients with
Hemophilia B
1 Vonvendi will not be approved for treatment of congenital hemophilia A or hemoph
B, and is not for patient less than 18 years old
9 Afstyla and Nuwiq araot indicated for the treatmenbf von Willebrand disease
1 Rebinyn will not be approved for routine prophylaxis
Age Restriction: 1 Subject to review of FDA label for each product
Prescriber 1 Hematologist
Restrictions: 1 All approvals are subject to utilization of the most cost effecsite of care
Coverage 1 Initial approval: 3 months, unless otherwise specified
Duration: 1 Reauthorization: 12 months, unless otherwise specified
1 Perioperative management: 1 month, unless otherwise specified
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POLICY NAME:
ARCALYST
Affected Medications : ARCALYRilonacept)
Covered Uses: 1 All FDAapproved indications not otherwise excludby benefit design
Required Medical 1 Patient has a diagnosis of cryopyassociated periodic syndromes (CAPS), incluc
Information: familial cold autanflammatory syndrome (FCAS) and MuéRlells syndrome
(MWS)
9 Patient has failed or has contraindications to Anakinra
1 Negative TB test prior to initiain
Appropriate 1 Arcalyst is only approved for monotherapy biologic use
Treatment 1 QLgloading dose 320 mg subcutaneous followed by 160 mg once weekly

Regimen & Other
Criteria:

Reauthorization:documentation of treatment success

Exclusion Criteria: 9 Active or chronic infection, concurrent therapy with other biologics
9 Tuberculosis latent or active

Age Restriction: 1 12 years of age and older

Prescriber 1 Prescribed by or in consultation with a rheumatologist

Restrictions:

Coverage Duration: T Initial approval: 3 months, unless otherwise specified
1 Reauthorization: 12 months, unless otherwise specified
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POLICY NAME:
ARISTADA

Affected Medications

: ARISTADA (aripiprazole laurgXdRRISTADA INITIO

Covered Uses: 1 All FDAapproved indications not otherwise excluded by plan design.
Required Medical i Diagnosis of schizophrenia
Information: 1 Documentation okstablished tolerability with oral aripiprazole for a minimum of 1
days prior to initiating treatment wittAristada.
9 For initial authorization only: documented plan for ensuring oral adherence durin
first 21 days of initial Aristada is required
1 Documentation of anticipated dosing based on oral aripiprazole maintenance do
T Documentation of comprehensive antipsychotic treatment regimen (including do
and frequency of all formulations)
1 Documentation of Food and Drug Administration (FDA) approved dose and freqt
for the requested formulation
T For Aristada InitibDocumetmation of clinical rationale to avoid 21 day oral
aripiprazole loading dose due to history of patient rrmmpliance or risk for
hospitalization
Appropriate
Treatment 1 Reauthorization:-Documentation of clinically significantsjgonse to therapy.
Regimen & Other
Criteria:
Exclusion Criteria: 1 Repeated dosing (greater than 1 dose) of Aristada Initio
T Women who are pregnant, lactating, or breastfeeding.
1 Patients with dementiaelated psychosis
9 Prior inadequate response to oral aripiprazole (unless palhierence was a
contributing factor)
1 No current, or within the last 2 years, diagnosis of :
A Major Depressive Disorder
A Comorbid schizoaffective disorder
A Amnestic or other cognitive disorder
A Bipolar disorder
A Dementia
A Delirium
Age Restriction: 1 18 years of age or older
Prescriber 9 Prescribed by or in consultation with a psychiatrist or behavioral health specialis
Restrictions:
Coverage Duration: Aristada lauroxil
1 Initial approval: 3 monthajnless otherwise specified
1 Reauthorization: 12 monthsinless otherwise specified
Aristada Initio
1 Approval: 1 monthunless otherwise specified
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POLICY NAME:
ARIKAYCE

Affected Medications

. ARIKAYCE (Amikacin inhalation suspension)

Covered Uses: 9 All FDAapproved indications not otherwise excluded by plan design.
Required 91 Diagnosis of Mycobacterium avium complex (MAC) lung disease confirmed by-a MA
Medical positive sputum culture
Information: 1 Documentation of failure to obtain a negative sputeuitures after a minimum of 6
consecutive months of a multidrug background regimen therapy for MAC lung diseas
such as clarithromycin (or azithromycin), rifampin and ethambutol
Appropriate 1 Arikayce must be used aart of a multidrug regimen and will not be approved for use
Tregtment a single agent treatment
Regimen & Other 1 To be used with Lamira Nebulizer system only
Criteria:
Reauthorizationrequires documentation of negative sputum culture obtained within the la
30 days.
9 The ATS/IDSA guideds state that patients should continue to be treated until they ha

negative cultures for 1 year. Treatment beyond the first recertification approval (after
months) will require documentation of a positive sputum culture to demonstrate the n
for continued treatment. Patients that have had negative cultures for 1 year will not b
approved for continued treatment.

Exclusion 1 Diagnosis of nomefractory MAC lung disease

Criteria:

Age Restriction:

Prescriber 9 Prescribed by or inonsultation with infectious disease specialist
Restrictions:

Coverage 1 Initial Approval: 6 months, unless otherwise specified

Duration: 1 Reauthorization: 12 months, unless otherwise specified
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POLICY NAME:
ATGAM
Affected Medications : ATGAM (Antithymocyte globulin)
Covered Uses: 1 All FDAapproved indications not otherwise excluded by plan design
1 Management of allograft rejection in renal transplant patients
1 Treatment of moderate to severe aplastic anemia in patients unsuitable for bor
marrow transplantation
1 NCCNNational Comprehensive Cancer Network) indications with evidence lev
2A or better
1 Myelodysplastic Syndromes
Required Medical 1 For myelodysplastic syndromes: Documentation of performance status, diseas
Information: staging, all prior therapies usead anticipated treatment course
Appropriate 1 Dosing
Treatment o Aplastic anemia: 10 to 20 mg/kg once daily for 8 to 14 days, then if needg¢
Regimen & Other may administer every other day for 7 more doses for a total of 21 doses i
Criteria: days OR 4fng/kg daily for 4 days
o MDS: 40 mg/kg once daily for 4 days
Exclusion Criteria: 9 All uses not listed in covered uses are considered experimental and are exclug
from coverage
1 Oncology: Karnofsky Performance Status 50% or less or ECOG performance
or greater
1 Use in patients with aplastic anemia who are suitable candidates for bone mar
transplantation or in patients with aplastic anemia secondary to neoplastic dise
d02Nr3S RA&ASIaASY YeSt2FAONRaAaAZ Cly
been exposed to myelotoxic agents or radiation
Age Restriction:
Prescriber 9 All approvals are subject to utilization of the most cost effective site of care
Restrictions: 9 Specialist in oncology, hematology or transplant medicine
Coverage Duration: 1 Approval: Maximum 4 weeks per dosing above
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POLICY NAME:

ATRYN

Affected Medications

: ATRYNantithrombin alfg

Covered Uses: 1 All FDAapproved indications not otherwise excluded by plan design.
Required Medical 9 Diagnosed hereditargntithrombin deficiency via reduced plasma antithrombin
Information: level (not in midst of acute iliness or surgery that could give falsely low
antithrombin levels)
1 Can be given for prophylaxis if negative personal/family history of thromboemb
events in high riskettings as in surgery and pregnancy.
1 Patient weight
1 Documentation of intended dose based on reasonable projections and current
utilization and product labeling.
Appropriate 1 Confirmed diagnosis of Hereditafyntithrombin deficiency
Treatment
Regimen & Other Peripartum thromboembolic prophylaxis
Criteria: 1 If positive personal/family history of VTE, ATryn recommenuléxt to and at the
time of delivery when anticoagulation cannot be administered, and used until
anticoagulation can be resumed
9 If negative personal history of VTE, patient may need single dose of ATryn
1 ATryn use is limited to third trimester
1 If positive personal/family history of VTE, ATryn recommended
I Can be concomitantly given with LMWH or heparin

Perioperative thromboembolic eent prophylaxis

1 Used during warfarin interruption leading up to surgical procedure (with or with
heparin)
9 Utilized until patient can resume warfarin therapy
Exclusion Criteria: 1 Hypersensitivity to goats and goat milk protein
9 Administration within first two trimesters of pregnancy
1 Active thromboembolic event
Age Restriction: I 18¢65 years of age
9 All approvals are subject to utilization of the most cost effective site of care
Prescriber T OBGYN, MD
Restrictions:
Coverage Duration: 1 Approval: 1 month, unless otherwise specified
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POLICY NAME:
AUBAGIO
Affected Medications : AUBAGI@Teriflunomide
Covered Uses: 1 All FDAapproved indications not otherwise excludey plan design.
Required Medical i Documentation of diagnosis of relapsing forms afltiple Sclerosisconfirmed with
Information: magnetic resonance imagin§IR|)
I Transaminase, bilirubin, armmplete blood count@BGwithin 6 manths before
initiation of Aubagio.
I Transaminase levels at least montlidy 6 mmthsthereafter.
Appropriate 1 Forusein MS, patient has a relapsing form of MS and patient has failed at lea
Treatment preferred product (Avonexglatiramer 20mg, glatiramer 40mg, glatopa 2Q0mg
Regimen & Other Extavia, Gilenya, Tecfidera)
Criteria:
1 Reauthorization:documentation of treatment success
Exclusion Criteria: 1 Patients with known liver disease should not lmeggeatment with teriflunomide
1 Not used in pregnancy or plan on having children (both genders)
1 Noconcurrent use of medications indicated for treatment of relapsiemitting
multiple sclerosis.
1 Not approved for primary and secondary progressive multiple sclerosis.
Age Restriction:
Prescriber 9 Prescribed by or after consultation with a neurologist or an MS specialist.
Restrictions:
Coverage Duration: 1 Approval:12 months, unless otherwise specified.
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POLICY NAME:
AUSTEDO

Affected Medications

: AUSTEDO (deutetrabenazine)

Covered Uses:

1 All FDAapprovedindications not otherwise excluded by plan design.

Regimen & Other
Criteria:

Required Medical /| K2NBIF NBfIFGSR G2 Il dzydAy3aidz2yQa 5AaSIkas
Information: f 5AF3y2ara 2F |l dzydAy3aidz2yQa 5ArAaSlLasS ga
9 Total functional capacity score of 5 or higher on a scale of $8d#e <5 indicates
moderate to severe impairment of function, requiring a-tithe caregiverwas
excluded from clinical trials)
Tardive Dyskinesia:
9 Diagnosis of tardive dyskinesia requiring treatment defined as 10 or greater on Al
9 History of dopamie receptor antagonist (Antipsychotic, metoclopramide) use for 3
months if < 60 years old.
1 History of dopamine receptor antagonist (Antipsychotic, metoclopramide) use for
month if 60 years old and older.
Appropriate K2NBF NBfIFGSR (G2 I1dzyliAay3aizyQa 5A1AaStas
Treatment 1 Maximum labeled dose: 48 mg/day (Dose is typically started at 6 mg/day and titrg

upward to effect or tolerability)

1 Reauthorizationrequires documentation of treatment success defined as a clinical
significant impovement in function or decrease in Chorea

o If disease has progressed to the point of inability to walk/need for difné
caregiver reauthorization is not appropriate

Tardive Dyskinesia:

1 Documented inability to discontinue offending agent or persisthygkinesia in spite
of cessation

I Maximum labeled dose: 48 mg/day (Dose is typically started at 6 mg/day and titrg
upward to effect or tolerability)

1 Reauthorizationrequires documentation of treatment success defined as a clinical
significant improvemet with a decrease in AIMS score from baseline.

Exclusion Criteria:

Untreated or inadequately treated depression or suicidal ideation

Concomitant use of an MAOI (monoamine oxidase inhibitor) (must be >14 days p
discontinuing therapy)

Concomitant use aktrabenazine (Xenazine)

Severe hepatic impairment

=a =

Age Restriction:

Safety and effectiveness in pediatric patients have not been established.

Prescriber
Restrictions:

=A =a=a =1

Prescribed by or in consultation with a neurologist

Coverage Duration:

Initial approval: 4 months, unless otherwise specified
Reauthorization: 12 months, unless otherwise specified

= =
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POLICY NAME:
AVASTIN

Affected Medications

: AVASTIN (bevacizumab)

Covered Uses:

1 NCCN indications with evidence level of 2 or higher

Required Medical
Information:

1 Documentation of disease staging, all prior therapies used, and anticipated treatm
course AND

As indicated per NCCN, documentation of performance statls\0ND

If patient is at risk of thrombocytopenia: Documentation that risks (DViig-int
abdominal thrombosis, gastrointestinal perforations, hemorrhage) have been revie
and that benefit of therapy outweighs risks

= =

Appropriate
Treatment
Regimen & Other
Criteria:

Non-Small Cell Lung Cancer (NSCLC) :

1 Approval will be limited to NCGddtegory 1 recommended therapies for first line
treatment of advanced NSCL cancer

1 Reauthorization:documentation of disease responsiveness to therapy

Epithelial Ovarian, Fallopian Tube, or Primary Peritoneal Cancer

91 Approval will be limited for up to 2&ycles of therapy

Exclusion Criteria:

Age Restriction:

Prescriber 9 Oncologist

Restrictions:

Coverage 1 Initial approval: 4nonths, unless otherwise specified
Duration: 1 Reauthorization: 12 months, unless otherwise specified
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POLICY NAME:
AVONEX
Affected Medications : AVONEX (Interferon betta)
Covered Uses: 1 All FDA approved indications not otherwise excluded by benefit design.
Required Medical 1 Documentation of anticipated dosing per FDA label
Information: 1 Documentation of diagnosis ofélapsing forms of multiple sclerosis confirmed with
Magnetic Resonance Imaging (MRRIaccordance with the Revised McDonald
diagnostic criteria for multiple sclerosis
9 Documentation of recent liver function tests, CBC, and platelet counts.
Appropriate 1 Not approved for primary and secondary progressive multiple sclerosis
Treatment i Titrate weekly to recommended dose of 30 mcg once weekly
Regimen & Other 1 Reauthorization Documentation of treatment success
Criteria:
Exclusion Criteria:
Age Restriction:
Prescriber 1 Neurologist
Restrictions:
Coverage Duration: 1 Approval: 12 months, unless otherwise specified.

39



©®

PacificSource

Community Solutions

POLICY NAME:
AZEDRA

Affected Medications : AZEDRA (IOBENGUANREI)

Covered Uses:

1 All FDAapproved indications not otherwise excluded fdgn design.
T NCCN (National Comprehensive Cancer Network) indications with eviden
level of 2A or higher

Required Medical
Information:

1 Official diagnosis of pheochromocytoma or paraganglioma documented in
YSYo SNRa OKI NI
AND
1 Laboratory confirmed diagnosis
- Two-fold elevation above upper limit of normal in urine catecholamioes
- Elevated urine metanephrines
o0 Nmet greater than 900 mcg per 24 howuns
0 Met greater than 400 mcg per 24 hows
- G{AIYATFAOL Yyl A Oa:R& metdephiings F NI O
AND
9 Positive adrenal/abdominal MRI or CT scan
AND
9 Prior positive MIBG scan with dosimetry

1 Reauthorization Reauthorization will require documentation of disease
responsiveness to therapy

Appropriate Treatment

Regimen & Other Criteria:

Dosimetric Dose
1 Patients weighing greater than 50 kg: 185 to 222 MBq (5 or 6 mCi)
1 Patients weighing 50 kg or less: 3.7 MBqg/kg (0.1 mCi/kg)

TherapeutidDosage administer 2 therapeutic doses intravenously a minimum ¢
90 days apart

1 Patientsweighing greater than 62.5 kg: 18,500 MBq (500 mCi)
i Patients weighing 62.5 kg or less: 296 MBqg/kg (8 mCi/kg)

Exclusion Criteria:

Age Restriction:

1 Must be at least 12 years old

Prescriber Restrictions: 1 Oncologist
Coverage Duration: 1 Initial approval: 4nonths, unless otherwise specified
1 Reauthorization: 12 months, unless otherwise specified
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POLICY NAME:
BANZEL

Affected Medications : BANZEL (rufinamide)

Covered Uses:

1 All FDAapproved indications not otherwise excluded by plan des

Required Medical Information: 9 Diagnosis of Lenne@astaut Syndrome

Appropriate Treatment 1 QL: 3200 mg daily

Regimen & Other Criteria: 1 Reauthorization:documentation of treatment success
Exclusion Criteria: 1 Familial Short QT syndrome

Age Restriction: 1 1 year ofage and older

Prescriber Restrictions: 1 Neurologist

Coverage Duration: 1 Approval: 12 months, unless otherwise specified
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POLICY NAME:
BELEODAQ

Affected Medications

: BELEODA(@elinostat)

Covered Uses: T NCCN indications with evidence level 2A or higher.
Required Medical 1 Documentation of staging, all prior therapies used, performance status and
Information: anticipated treatment course
I CBC with differential, creatinine clearance (CrCl), liver funttists
1 Documentation of UGT1A1*28 allele status
Appropriate Treatment T Appropriate dose reduction based on absolute neutrophil count (ANC) OR
Regimen & Other homozygous UGT1al1*28 allele
Criteria: 1 Reauthorization:documentation of disease responsivenessherapy
Exclusion Criteria: 1 Karnofsky Performance Status less than or equal to 50% or ECOG perform
score greater than or equal to 3
Age Restriction:
Prescriber Restrictions: 1 Oncologist
Coverage Duration: 1 Initial approval: 3 months, unlesgherwise specified
1 Reauthorization: 12 months, unless otherwise specified
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POLICY NAME:
BENLYSTA

Affected Medications

. Benlysta(Belimumab)

Covered Uses: 1 All FDA approved indications not otherwise excluded by benefit design.
Required Medical 1 Documentation of systemic lupus erythematosus with disease staging AND
Information: 1 Failure with standard therapy (clinical failure with at least 2 or more of the followin
combination: hydroxychloroquine, chloroquine, azathioprine tino¢rexate,
mycophenolate, cyclophosphamide)
Appropriate 1 Intravenous (IV) formulation requires documented inability to use subcutaneous
Treatment formulation.
Regimen & Other f Dosing: IV Initiall0 mg/kg every 2 weeks for 3 dos&aintenance: 10 mg/kg every 4
Criteria: weeks Subcutaneous: 200 mg once weekly
1 Reauthorization:Documentation of treatment success defined as a clinically signifi
improvement in SLE Responder Indie(SRH) or decrease in flares/corticosteroid us
Exclusio n Criteria: 1 Benlysta is not approved to be used in combination with other biologic therapies ¢
intravenous cyclophosphamide
1 Benlysta is not approved to be usedsgvere active lupus nephritis or severe active
central nervous system lupus
Age Restriction
Prescriber 9 By orin consultation with a specialist in immunology or rheumatology
Restrictions:
Coverage Duration: 9 Authorization: 12 months, unless otherwise specified
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POLICY NAME:
BESPONSA

Affected Medications

: BESPONSMotuzumab Ozogamicin)

Covered Uses: 1 NCCN indications with evidence level of 2A or higher

Required Medical 1 Peripheral blast count of less than or equal to 10,000 /’mm

Information: 1 Documentation of disease staging, all prior therapies used, anticipated treatment
course, angerformance status AND

1 Documentation ofelapsed or refractory Bell precursor acute lymphoblastic leukemié
AND

1 Philadelphia chromosome status AND

1 Documentation that Black Box Warnings (hepatotoxicity including +oeatusive
disease, increased risk of moelapse mortality posHSCT) have been fully reviewed a|
patient understands and accepts risks.

Appropriate 1 For patients proceeding to HSCT, recommended treatment duration is 2 cycles. Ma
Treatment utilize 3 cycles maximum.

Regimen & Other 1 For patients not proceeding to HSCT, recommended treatment duration is up to 6 d
Criteria: maximum.

1 Reauthorizationrequires documentation of clinically significant improvement and
member not achieving complete remission or complete remission with incomplete
hematologic recovery and have minimal residual disease negativity after completing
cycles.

Exclusion 1 Severe hepatic impairment

Criteria: 1 Less 5% bone marrow blasts

Age Restriction: i Safety and effectiveness in pediatric patients have not established.
Prescriber 1 Prescribed by an oncologist

Restrictions:

Coverage Approval for transplant candidate: 3 months, unless otherwise specified
Duration: Approval for norransplant candidate:

1
1

Initial approval: 3 months, unless otherwise specified
Reauthorization: 3 months, unless otherwise specified
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POLICY NAME:
BETASERON
Affected Medications : BETASERON (Interferon béta)
Covered Uses: 1 All FDA approved indications not otherwise excluded by benefit design.
Required Medical 1 Documentation of diagnosis of relapsing form of multiple sclerosis confirmed w
Information: magnetic resonance imaging (MRI)
1 Complete blood count, basic metabolic panel one, three, and six months follow
introduction of Betaseron therapy and then periodically thafter
Appropriate T Must fail at least one preferred produ¢Avonexglatiramer 20mg, glatiramer 40mg
Treatment glatopa 20mgExtavia, Gilenya, Tecfidera)
Regimen & Other 1 Reauthorization:documentation of treatment success
Criteria:
Exclusion  Criteria: T Concurrent use of medications indicated for the treatment of relapsing form of
multiple sclerosis
1 For treatment of primary and secondary progressive multiple sclerosis
Age Restriction:
Prescriber 1 Neurologist
Restrictions:
Coverage Duration: 1 Approval: 12 months, unless otherwise specified
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POLICY NAME:
BLINCYTO

Affected Medications

: BLINCYTO (blinatumomab)

Covered Uses: 1 NCCN indications with evidence level of 2A or higher
Required Medical 1 Documentation of disease staging, all prior therapies used, performance status &
Information: anticipated treatment course AND
9 Philadelphia chromosome status AND
1 Documentation of ECOG performance status of 1 or 2 OR Karnofsky performanc
score greatethan 50%
Appropriate 1 Blincyto should permanently be discontinued for the following adverse reactions:
Treatment grade 4 cytokine release syndrome, grade 4 neurological toxicity, or two Blincytg
Regimen & Other induced seizures
Criteria: 1 Maximum approval5 cycles for Relapsed or Refractory ALL, 4 cycles for ALL in 1
2nd remission with MRD
Exclusion Criteria:
Age Restriction:
Prescriber 1 Oncologist
Restrictions:
Coverage Duration: 9 Initial approval30 weeks for Relapsed or Refractory ALLw2dks for ALL in 1st or
2nd remission with MRD
1 Reauthorization: None (maximum of 5 cycles approved), unless otherwise specii
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POLICY NAME:

BONJESTA & DICLEGIS
Affected Medications

: BLINCYT(oxylamine succinnate and pyridoxine hydrochloridéendedrelease oral

tablets), DICLEGI[®oxylaminePyridoxine Tab Delag Release 20 mg)

Covered Uses:

All FDAapproved indications not otherwise excluded by benefit design.

Required Medical

Estimated Delivery Date

Regimen & Other
Criteria:

Information: Documentation of all therapies tried/failed
Appropriate Documentation of trial and education on nganarmacologic methods of
Treatment controlling nausea and vomiting related to pregnancy (avoidance of triggers,

Documented failure, intolerance or clinical rationale for avoidance to ALL of the follo

proper rest, etc.)

OTC pyridoxine with OTC doxylamixi¢D

Dopamine antagonist (prochlorperazine, metoclopramide, &€XR)

H1 antagonist (promethazine, meclizine, dimenhydrindiphenhydramine, etc.)
OR

Ondansetron

Exclusion Criteria:

Age Restriction:

Prescriber
Restrictions:

Coverage Duration:

Approval: 12 weeks, unless otherwise specified
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POLICY NAME:
BOSULIF

Affected Medications

: BOSULIF (bosutinib)

Covered Uses: T NCCN indications witkvidence level of 2A or higher
Required Medical 1 Documentation of performance status, all prior therapies used, and prescribed
Information: treatment regimen
1 Documentation of use with NCCN 2A or higher level of evidergismen
9 If applicable, test results demonstrating Philadelphia chromospuositive status
1 If applicable, BGRBLL1 transcript levels
Appropriate 9 Should not be used in combination with strong or moderate CYP3A4 inducers
Treatment inhibitors
Regimen & Other 1 Proton pump inhibitors may decrease bosutinib drug levels. Consider-ating
Criteria: antacids in place of proton pump inhibitors
1 Reauthorizationrequires documentation oflisease responsiveness to thergjased
on applicable markers exampIBERABL1 transcript levels, cytogenetic response,
molecular relapse)
Exclusion Criteria: 1 Karnofsky Performance Status less than or equal to 50% or ECOG performance
greater than or equal to 3
Age Restriction:
Prescriber 9 Oncologist
Restrictions:
Coverage Duration: 1 Initial approval: 3 months
1 Reauthorization: 12 months, unless otherwise specified
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POLICY NAME:
BOTOX

Affected Medications

: BOTOXonabotulinumtoxinA

Covered Uses:

9 All FDAapproved indications not otherwise excluded by bendésign

Other Criteria:

Required 1 Pertinent medical records and diagnostic testing

Medical 1 Complete description of the site(s) of injection

Information: 9 Strength and dosage of botulinum toxin used

Appropriate 1 Approved firstline for:focal dystonia, drugnduced orofacial dyskinesia, blepharospasn
Treatment severe writer's cramp, laryngeal spasm or dysphonia, upper and lower limb spasticity,
Regimen & other conditions of central focal spasticity botulinum toxin is the preferred mode of

therapy.
1 For usen all other FDApproved indications not otherwise excluded by benefit design,
failure of firstline recommended and conventional therapies is required
9 Idiopathic or neurogenic detrusor oveactivity (Overactive Bladder (OAB)hadequate
responseto,oh Yy i 2f SNI yOS (22 xH AyO2yliAySyo0oS
9 Urinary incontinence associated with neurologic conditioRocumentation of neurologic
condition (e.g. spinal cord injury, multiple sclerosis) AND Inadequate response or
intolerance to greater than 2rdaicholinergic medications.
1 Chronic migraineDocumentation of chronic migraine defined as headaches on at leas
days per month of which at least 8 days are with migraine Ad¢tbmented failure with
an adequate trial (at least 8 weeks) of an oral migrai ne preventive therapy
(betablocker, calcium channel blocker, anticonvulsant or tricyclic antidepresaant)
follows:
o Propranolol 40 mg daily, Metoprolol 100 mg daily
0 Amitriptyline 25 mg daily,
o0 Topiramate 50 mg daily, Valproic acid, Divalproex sodium
1 Achalasia and cardiospasm(st meet 1 of the following):
o Failed conventional therapy, myotomy, or dilatation
o0 high risk of complications from pneumatic dilation or surgical myotomy
o0 Epiphrenic diverticulum or hiatal hernia
Number of treatments must natxceed the following:
o0 OAB: 2 treatments/12 months
o Urinary incontinence associated with neurologic condition: 1 treatment/12 monthg
o0 Chronic migraine: initial treatment limited to two injections given 3 months apatrt,
subsequent treatment approvals limited #btreatments per 12 months
0 All other indications maximum of 4 treatments/12 months unless otherwise specif
Reauthorization:
Documentation of improvement and clinically significant response to therapy;
i Chronic migraine continuation of treatmentAdditional treatment requireshat the
member has achieved or maintained a 50% reduction in monthly headache fregu
since starting therapy withdox.
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9 Idiopathic or neurogenic detrusor oveactivity (Overactive Bladder (OAB)):
Additional treatment requires @cumented positive response to therapy. Positive
response to therapy is defined as a reduction of urinary frequency of greater or e(
to 8 episodes per day or urinary incontinence of greater or equal to 2 episodes pe
compared to baseline frequency.

Exclusion
Criteria:

Cosmetic procedures
For intradetrusor injections: documented current/recent urinary tract infection or urina
retention
1 Current aminoglycoside use (or current use of other agents interfering with neuromus
transmission)
Hemifacial spasm: no longer above the line on the prioritized list
Possible medication overuse headache: headaches occurring 15 or more days each
in a patient with preexisting headacheausing condition possibly due to
0 Use of ergotamines, triptanspioids, or combination analgesics greater than or
equal to 10 days per month for greater than or equal to three months
0 Use of simple analgesics (acetaminophen, aspirin, or an NSAID) greater than
equal to 15 days per month for greater than or equal tm@ths
0 Use of combination of any previously mentioned products without overuse of
one agent if no causative pattern can be established

= =

E R

Age Restriction:

Prescriber
Restrictions:

1 Blepharospasm, strabismus: ophthalmologist or optometrist

1 Chronicmigraine: treatment is administered in consultation with a neurologist or
headache specialist.

1 OAB or urinary incontinence due to neurologic condition: urologist or neurologist

T Documentation of consultation with any of the above specialists mentioned

Cove rage
Duration:

Chronic migraine:
1 Initial approval: 6 months
1 Reauthorization: 12 months, unless otherwise specified
Overactive Bladder:

1 Initial approval: 3 months

1 Reauthorization: 12 months, unless otherwise specified
All other indications
1 Approval 12months, unless otherwise specified
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POLICY NAME:
BRINEURA

Affected Medications

: BRINEURarliponase alfp

Covered Uses: 1 All FDAapproved indications not otherwise excluded by plan design.
Required 1 Confirmed diagnosis a@fifantile neuronal ceroid lipofuscinosis type 2 (CLN2) with one
Medical the following:
Information: - Documented deficient tripeptidyl peptidask (TPP1) activity in leukocytes
- Pathogenic variants/mutations in each allele of TPP1/CLN2 gene AND baselir
motor, speech and visiofunction documented by the physician
1 Documentation obaseline performance of mobility confirming functional impairment ({
The Motor domain of a CLN2 Clinical Rating Scale confirmed disease progression) w
to moderate disease and a twaiomain sore of 3 to 6 on motor and language domains ¢
the Hamburg Scale with a score of at least 1 in each of these two domains
1 Planned Treatment Regimen including doses, frequency
1 Planned monitoring parameters for infections and side effects
Appropriate 1 Dosing: 300 mg administered once every other week by intraventricular infusion
Treatment
Regimen & Reauthorization:
Other Criteria: 1 Documentation of continuing meeting initial review criteria AND
1 Documentation of clinical responsiveness betapy with disease stability/improvement
defined as a score of 1 or higher in the motor domain of the Clinical Scoring System f
LINCL.
Exclusion 1 Patients with acute intraventricular access dewvielated complications (e.g., leakage,
Criteria: devicefailure or signs of deviceelated infection such as swelling, erythema of the scalf
extravasation of fluid, or bulging of the scalp around or above the intraventricular acc
device)
1 Other form of neuronal ceroid lipofuscinosis
9 Patients withventriculoperitoneal shunts
Age Restriction: 1 Below 3 years or greater than 16 years of age
Prescriber 1 Must be prescribed by a neurologist or in consultation with a neurologist with expertis
Restrictions: the diagnosis of CLN2
1 Must be administered bygr under the direction of a physician knowledgeable in
intraventricular administration
9 All approvals are subject to utilization of the most cost effective site of care
Coverage 1 Initial approval: 3 months, unless otherwise specified
Duration: 1 Reauthorizaibn: 6 months, unless otherwise specified
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POLICY NAME:
CALQUENCE

Affected Medications

: CALQUENCE (acalabrutinib)

Regimen & Other
Criteria:

Covered Uses: 1 NCCN (National Comprehensive Cancer Network) indications with evidence leve
or higher

Required Medical 1 Documentation of performance status, disease staging, all prior therapies used, &

Information; anticipated treatment course

Appropriate 1 Documentation of least one prior treatment for Mantle Cell Lymphoma

Treatment

Reauthorization:documentation of disease responsiveness to therapy

Exclusion Criteria: 1 Karnofsky Performance Status 50% or less or ECOG performance score 3 or gre
9 Prior use of Bruton Tyrosine Kinase (BTK) inhibitors.

Age Restriction:

Prescriber T Oncologist

Restrictions:

Coverage Duration: 1 Initial approval: 4 months, unless otherwise specified
1 Reauthorization: 12 months, unless otherwise specified
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POLICY NAME:
CAPRELSA
Affected Medications : CAPRELSA (vandetanib)
Covered Uses: 1 NCCNndications with evidence level of 2A or higher
Required Medical 1 Documentation of performance status, disease staging, all prior therapies used, g
Information: prescribed treatment regimen
1 Documentation of use with NCCN 2A or higher level of evidmyieen
Appropriate 1 Avoid administration with agents that prolong the QT interval and strong CYP3A4
Treatment inducers
(R:e,tg'”,‘e“ & Other {1 Reauthorizationrequires documentation of disease responsiveness to therapy
riteria:
Exclusion Criteria: 1 Congenitalong QT syndrome
1 Karnofsky Performance Status less than or equal to 50% or ECOG performance
greater than or equal to 3
Age Restriction:
Prescriber 1 Oncologist
Restrictions:
Coverage Duration: 1 Initial approval: 3 months
9 Reauthorization: 1onths unless otherwise specified
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POLICY NAME:

C1lESTERASHHIBITOR

Affected Medications: BERINERTINRYZEJRAZYRHAEGARDARUCONEST*
(*COVRED UNDER MEDICAL BENEFITS ONLY)

Covered Uses: 1 All FDA approved indications not otherwise excludetéayefit design.
Required Medical T I SNBRAGINE y3IA23ISySara 61! 90 27FANDA
Information: T bdzZYOSNJ 2F KSNBRAUIFINE FyIA2IANDBaAa |0
1 Laboratory confirmed diagnosis:
-C4 antigenic level
-CZinhibitor antigenic level
-CZinhibitor functional level
Appropriate 1 Berinert Prophylaxis: 20 units/kg IV twice a week; avoid doses less than 20 units
Treatment Treatment of acute attacksL 20 units/kg IV
Regimen & Other f Cinryze Profhylaxis: 1000 units IV twice a week. Doses up to 2,500 units (not
Criteria: exceeding 100 units/kg) may be appropriate if inadequate response with 1000 un
9 Firazyr. Treatment of acute attacks: 30mg SC. Additional doses may be administg
at 6 hour intervals ifesponse is inadequate or symptoms recur. Maximum 3 doses
24 hours.
1 HaegardaProphylaxis: 60 units/kg SC twice a week
1 Ruconest 50 units/kg IV, not to exceed 4200 units per dose. If attack symptoms
persist, a second dose may be administered. Not to ed&doses in 24 hours.
(Effectiveness not demonstrated in patients with laryngeal attacks)
Reauthorizationwill require documentation of treatment success and a clinically
significant response to therapy
Exclusion Criteria: N/A
Age Restriction: 1 Berinert Indicated for treatment and prophylaxis of HAE in adult and pediatric
patients
1 Cinryze Safety and effectiveness has not been established in neonates, infants o
children.
1 Firazyr. Approved for treatment of acute HAE attacks in patients 18cidelr
1 HaegardaApproved for patients 12 and older
1 RuconestIndicated for treatment and prophylaxis of HAE in adult and pediatric
patients
Prescriber 1 Must be prescribed by, or in consultation with, an allergist/immunologist or physiq
Restrictions: that specializes in HAE or related disorders.
Coverage Duration: 1 Initial approval: 3 months, unless otherwise specified
9 Reauthorization: 12 maths, unless otherwise specified
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POLICY NAME:
CARBAGLU
Affected Medications : CARBAGL(@arblumic acid)
Covered Uses: 1 All FDA approved indications not otherwise excluded by benefit design.
Required Medical 1 Diagnosis of Mcetyl glutamate synthase (NAGS) deficiency with hyperammonem
Information: (plasma ammonia levels > 70 mcg/dL)
Appropriate 9 For patients with acute hyperammonemia, Carbaglu should always be used in
Treatment combination with other methods to lowering plasma ammonia levels such as
Re_g'”_‘e_” & Other hemodialysis, other pharmacologic therapy (Sodium phenylacetate and sodium
Criteria: benzoatd, and dietary protein restriction.
Reauthorizationwill require documentation of treatment success and a clinically
significant response to therapy
Exclusion Criteria: 9 Carbaglu should not be used to treat hyperammonemia due to disorders other th

ureacycle disorder (UCD) specifically caused by NAGS deficiency
1 Carbaglu should not be used in patients with UCD caused by other enzyme
deficiencies that lead to hyperammonemia. This includes:
o Carbamyl phosphate synthetase | (CPSI) deficiency
Ornithine transarbamylase (OTC) deficiency
Argininosuccinate synthetase (ASS) deficiency
Argininosuccinate lyase (ASL) deficiency

0
0
0
0 Arginase deficiency

Age Restriction:

Prescriber 1 Carbaglu treatment should be initiated by a physician experienced itréaéament of
Restrictions: metabolic disorders.

Initial approval: 3 months, unless otherwise specified
Reauthorization: 12 months, unless otherwise specified

Coverage Duration:

=a =
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POLICY NAME:
CAYSTON
Affected Medications : CAYSTON (aztreonam inhalation)
Covered Uses: 1 All FDA approved indications not otherwise excluded by benefit design.
Required Medical 1 Diagnosis of cystic fibrosis
Information: 9 Culture and sensitivity report confirming presence of Pseudomonas aeruginosa if
lungs
0 To reduce the development ofugresistant bacteria and maintain the
effectiveness of aztreonam and other antibacterial drugs, only use aztreonar
treat patients withcystic fibrosiknown to haveP. aeruginosa in the lungs.
1 Baseline FEV1 greater than 25% but less thanpfg&técted
1 Documented failure, contraindication, or resistance to inhaled tobramycin
1 Anticipated treatment duration
Appropriate 1 Dosing28 days on and 28 days off
Treatment Reauthorization:documentation of improved respiratory syptoms including improved
Regimen & Other FEV1, reduced bacterial density in sputum, and need fortlermy use such as history of
Criteria: frequent exacerbations resulting in hospitalizations due to pseudomonas aeruginosa
infection
Exclusion Criteria: 1 Baseline FEV1 less than 26fgreater than 75% predicted
Age Restriction: I Age 7 years or older
Prescriber
Restrictions:
Coverage Duration: 1 Initial approval: 1 month, unless otherwise specified
9 Reauthorization: 12 months, unless otherwise specified
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POLICY NAME:
CERDELGA
Affected Medications : CERDELGA (eliglustat)

Covered Uses: 1 All FDA approved indications not otherwise excluded by plan design

Required Medical 1 FDA approved diagnosis must be documented in the members chart notes withi

Information: past 6 months

9 Diagnosis of Gaucher disease with enzyme assay documenting type | disease (

1 Documentation of CY2D6 Genotype by a FDA approved test indicating 2D6 exte
metabolizers, intermediated metabolizers, or poor metabolizers

9 Documentation of complete and awnt treatment course

1 Documenation of baseline tests such as hemoglobin levigitgtet count,liver
function tests, enal function tests.

Appropriate 9 Documentation of failure, intolerance, or clinical rationaletfog avoidance of

Treatment combination therapy with Cerezyme, and failure with Cerezyme monotherapy

Regimen & Other

Criteria: Extensive or Immediate Metabolizers of CYP2D6

1 QL84 mg capsules #60 per 30 days

Poor Metabolizers of CYP2D6

1 QL84 mg capsules #30 per 30 days

1 Reauthorization:documentation of treatment success: Labs have not significantl
deteriorated compared to baseline.

Exclusion Criteria: 1 Patient must not be a CYP2D6 ultepid metabolizer, OR an indeterminate
metabolizer Patients on concomitant medication that inhibXP2D6 and CYP3A4
isoenzymes

1 Preexisting Cardiac disease (CHF, MI, Bradycardia, heart block, arrhythmias, ar
QT syndrome)

1 Treatment with Class 1A (quinidine, procainaminde) and Class IIl (amiodarone,
sotalol) antiarrhythmic medications

9 Presence of mderate to severe renal impairment or end stage renal disease

Age Restriction: 1 18 years of age or older

Prescriber 1 Metabolic disease specialist

Restrictions:

Coverage Duration: 1 Approval: 3 months, unless otherwise specified

1 Reapproval: 12 monthsinless otherwise specified
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POLICY NAME:
CEREZYME

Affected Medications

: CEREZYME (imiglucerase)

Covered Uses: 1 All FDA approved indications notherwise excluded by plan design
Required Medical 1 Diagnosis of Type 1 (nonneuronopathic) Gaucher disease that has resulted in 1 or
Information: of the following conditions: anemia, bone disease, hepatomegaly or splenomegaly
thrombocytopenia OR
1 Diagnosis of Type 3 (chronic neuronopathic) Gaucher dis€dge,
1 Patients with following highisk genotypes:
1 L444P/L444P (c.14486>C homozygote)
1 D409H/D409H (c.1342G> C homozygote)
1 L444P/D409H (c.1448T>C/c.1342G>C heteroygai¢),
1 Documented patient weight, dose and frequency
Appropriate 1 Not approved for Type 2 (acute neuronopathic disease) Gaucher Disease
Treatment 1 Documented adult patients with symptomatic diseagkatelet count less than
Regimen & Other 60,000/microL, liver greater than 2.5 times normal size, spleen greater 15 times ng
Criteria: size, raditogic evidence of skeletal disease, etc
1 Documented symptomatic childremcludes those with malnutrition, growth

Reauthorizationwill require documentation of treatment success and a clinicédjgiBcant

retardation, impaired psychomotor development, and/or fatigue (early presentation
associated with more severe disease)

response to therapy

Exclusion Criteria:

Age Restriction:

Prescriber
Restrictions:

Coverage
Duration:

1
)l

Initial approval: 3 months
Reauthorization: 12 months, unlestherwise specified

58



©

PacificSource

Community Solutions

POLICY NAME:
CGRP Inhibitors

Affected Medications

: Aimovig, Ajovy, Emgality

Covered Uses: 1 All FDA approved indications nothetrwise excluded by plan design
0 Preventive treatment of migraine in adults
Required Medical 1 Diagnosis of chronic migraine defined as headaches on at least 15 days per mo
Information: which at least 8 days are with migraine at baseline
1 Diagnosis of episodic migraine with at least 8 migraines per month at baseline
Appropriate 1 Chronic or episodic migraine: documented treatment failure with an adequate tri
Treatment (at least 8 weeks) of an oral migraine preventive therapy as follows:
Regimen & Other o Propranolol 40 mg daily, Metoprolol 100 mg daily
Criteria: o Amitriptyline 25 mg daily
0 Topiramate 50 mglaily, Valproic acid, Divalproex sodium
AND
1 For treatment of chronic migraine: treatment failure after at least 6 months (2
injection series) of Botox
1 Dosing:

Reauthorizationrequires that the member has achievedroaintained a 50% reduction
in monthly headache frequency since starting therapy

o Aimovig: 70 mg (1x 70 mg pen) or 140 mg (2x 70 mg pen pack) once mg
[70 mg/mL pen & 140 dse 2x 70 mg/mL pen]

0 Ajovy: 225 mg every 30 days or 675 mg (3x 225 mg pen) every 90 days
mg/1.5 mL pen]

o0 Emgality: 240 mg single loading dose then 120 mg every 30 days [120 m
pen or syringe]

Exclusion Criteria: 1 Combined use with Botox for the treatment of migraine
1 Possible medication overuse headache: headaches occurring 15 or more days €
month in a patient with preexisting headacheausing condition possibly due to
0 Use of ergotamines, triptans, opioids, or combination analgesics at least
days per month foat least three months
0 Use of simple analgesics (acetaminophen, aspirin, or an NSAID) at least
days per month for at least 3 months
0 Use of combination of any previously mentioned products without overus
any one agent if no causative pattern candstablished
Age Restriction:
Prescriber 1 Neurologist or headache specialist
Restrictions:
Coverage Duration: 1 Initial: 6months, unless otherwise specified
1 Reauthorization: 12 monthsinless otherwise specified
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POLICY NAME:
CHOLBAM
Affected Medications : CHOLBAM (cholic acid) 50 & 250mg capsules
Covered Uses: 1 All FDA approved indications nothetrwise excluded by plan design
Required 1 Patient weight, dose and frequency
Medical 1 Baseline liver function tests (AST, ALT, GGTt&kPilirubin, INR)
Information: 9 Diagnosigonfirmed by assessment sérum or urinary bile acid levels using mass
spectrometry (Fast Atom Bombardment ionizatiddass Spectrometry (FARS) analysis
Appropriate 1 Dose: 10 to 18ng/kg orally once daily, or in two divided doses
Treatment 1 Dose if concomitant familial hypertriglyceridemia: 11 to 17 mg/kg orally once daily, or
Regimen & two divided doses
Other Criteria: R . . - L . -

1 Reauthorizationrequires documentation of clinically significant improvement in liver
function asdetermined by meeting TWO of the following criteria: ALT or AST values
reduced to less than 50 U/L, or baseline levels reduced by 80%; total bilirubin values
reduced to less than or equal to 1 mg/dL; no evidence of cholestasis on liver biopsy;
weightincreased by 10% or stable at greater than th& pércentile

1 Treatment should be discontinued if liver function does not improve after 3 months of
start of treatment

Exclusion 1 Treatment of extrahepatic manifestations (such as neurologic symg}of bile acid

Criteria: synthesis disorders due to single enzyme defects or peroxisomal disorders including
Zellweger spectrum disorders

Age Restriction: 1 3 weeks and older

Prescriber 1 Prescribed by or in consultation with hepatologist or gastreestogist

Restrictions:

Coverage T Initial: 3 months

Duration: 9 Reauthorization: 12 monthsinless otherwise specified
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POLICY NAME:
CIMZIA

Affected Medications:

CIMZIAcertolizumab)

Covered Uses:

o All FDAapproved indications not otherwise excluded by piksign.

Required
Medical
Information:

o Documentation of moderate to severe disease despite current treatmedigation must
be documented in chart notes within the last 6 months)
o Documentation of complete and current treatment course
o Documented currentevel of disease activity/disease control
Rheumatoid arthritis
o0 Laboratory test confirming diagnosis of rheumatoid arthritis (P, RF)
o Documented current level of disease activity with one of the following:
0 The Disease Activity Score derivative f8jd@nts (DAR8) greater than 3.2
0 The Simplified Disease Activity Index (SDAI) greater than 11
o The Clinical Disease Activity Index (CDAI) greater than 10
I NPKYQa RAA&SIaS
0 520dzySy il GA2y 2F |/ NRPKyQa 5AaSIFasS ! OGA¢(

Plaguepsoriasis (PP)

o Documentation of disease that is severe in nature, which has resulted in functional
impairment (e.g., inability to use hands or feet for activities of daily living, or significar
facial involvement preventing normal social interaction) Adi2 or more of the
following:

0 Atleast 10% body surface area involvement; or
o Hand, foot or mucous membrane involvement

Ankylosing Spondylitis and Psoriatic Arthritis with Axial Involvement
1 Documentation of active disease defined by Bath ankylogpagdylitis disease activity
index (BASDAI) greater or equal to 4 AND
T{OFNRPAfAAGAE 2y AYIFI3IAYy3A !'b5 x ™M {LRYyRe
o inflammatory back pain (4 of 5 features met: onset of back discomfort before t
age of 40 years, insidious onset, impeawent with exercise, no improvement with
rest, pain at night with improvement upon arising)

o arthritis

o enthesitis

0 uveitis

o dactylitis (inflammation of entire digit)

0 psoriasis

o/ NBEKyQad RAaSIaSkdzZ OSNI GAQGS O2f AGAaA
0 good response to NSAIDs

o family history of SpA

0 elevated CRP
f ORHLA uT 3ISYySGiAO GSad 'b5 x wu { LY FSI {daz
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Appropriate
Treatment
Regimen &
Other Criteria:

Rheumatoid Arthritis (RA)

9 Has failed minimum 12 week trial of combination diseasedifying antirheumatic drug
therapy:methotrexate 25 mg (IM or SQ) With hydroxychloroquine and/or sulfasalazin
leflunomide

Has failed minimum 12 weeks on Humira AND minimum 12 weeks on Enbrel

QL¢ Initial (one time onlyx, 6 ml per 28 day supply

QL¢ Continuationc 2 ml per 28 day supply

= =4 =

Psoriatic Arthritis (PsA)

1 Has failed as least two oral diseasedifying antirheumatic drugs for minimum of 12
weeks: hydroxychloroquine, sulfasalazine, leflunomide, methotrexate

(For Psaoriatic arthritis (PsA) with Axial Involvemtess failed twadaily prescription strength

nonsteroidal antinflammatory drugs (ibuprofen, naproxen, diclofenac, meloxicam, etc.) w

minimum 1 month trial eachiReauthorizationwill require improvement of at least 50% in th

BASDAI score or an absolute change of 2 units.)

1 Has failed minimum 12 weeks on Humira AND minimum 12 weeks on Enbrel

1 QLg Initial (one time only), 6 ml per 28 day supply

1 QLg Continuationg 2 ml per 28 day supply

Ankylosing Spondylitis (AS)

1 Has failed twalaily prescription strength nonsteroidahti-inflammatory drugs
(ibuprofen, naproxen, diclofenac, meloxicam, etc.) with minimum 1 month trial each

1 Forisolated sacroiliitis, enthesitis, peripheral arthritis: documented treatment failure v

locally administered parenteral glucocorticoid

Has fdied minimum 12 weeks on Humira AND minimum 12 weeks on Enbrel

QL¢ Initial (one time onlyy 6 ml per 28 day supply

QL¢ Continuationg 2 ml per 28 day supply

Reauthorization:improvement of at least 50% in the BASDAI score or an absolute ch

of 2 units.

=A =4 =4 =9

I NPKYyQa 5AaSlIas

1 Has failed at least two oral treatments for minimum of 12 week trial: corticosteroids,
azathioprine, cyclosporine;i®ercaptopurine, methotrexate, sulfasaiae, balsalazide,
tacrolimus, mesalamine

I Has failed minimum 12 weeks on Humira

1 QLg Initial (one time onlyy, 6 ml per 28 day

1 QL¢ Continuationg 2 ml per 28 day supply

Plaque psoriasis

1 Has failed at least two systemic therapies with minimum of 12 vieek methotrexate,
cyclosporine, isotretinoin or phototherapy (UVB, PUVA)

9 Has failed minimum 12 weeks on Humira AND failed minimum 12 weeks on Enbrel
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Reauthorization documentation of treatment success

Exclusion 1 Concurrent us of biologic DMARDs: Orencia (abatacept), Rituxan (rituximab), Actem
Criteria: (tocilizumab), Enbrel (etanercept), Remicade (infliximab), Simponi (golimumab), Hum
(adalimumab), Kineret (anakinra), Xeljanz (tofacitinib)
1 Concurrent use of Otezla (Agmilast)
I Positive tuberculosis; active hepatitis B, hepatitis C or herpes zoster infection
9 Use for the management of plaque psoriasis
Age Restriction: 1 18 years of age or older
Prescriber 1 CD/UC: prescribed by or in consultation with as@cialist
Restrictions: 1 RA/PsA/AS: prescribed by or in consultation with a rheumatologist
Coverage i Initial approval: 4 months unless otherwise specified
Duration: $ Reauthorization: 12 months unless otherwise specified
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POLICY NAME:
CINQAIR IV
Affected Medications:  CINQUAIR IV (reslizumatberleukin5 antagonist monoclonal antiboty (IgG4 kappa))
Covered Uses: 1 All FDAapproved indications not otherwise excluded by plan design.
Required Medical 9 Diagnosis of severe asthma with an eosinéplihenotype defined as:
Information: 9 eosinophilic count greater than 400 cells/ul within 1 year
i Baseline FEV1
1 Documentation of all current asthma medications and all prior treatments tried ang
failed
1 mediumto-high doses of inhaled corticosteroid based withwathout another
controller drug (including oral corticosteroids)
i Documentation of multiple asthmeelated exacerbations within the past yea
Appropriate 1 Documentation of managing medication adherence, inhtehnique, environmental
Treatment control, and comorbidities prior to stepping up therapy per the National Institute of
Regimen & Other Health (NIH guidelines)
Criteria: T Asthma symptoms not controlled for minimum of 2 months by concomitant use of
dose inhaled corticosteroid AND loagting beta agonist (LABA)
T If LABA contraindicated or not tolerated, sustainetkase theophylline OR a
leukotriene modifier must be tried AND
1 Documented inadequate asthma control demonstrated by hospitalization OR
increasing need for shodcting beta agnist (SABA) as demonstrated by using resct
inhaler for greater than 4 times a day
1 Documentation of optimal management of other asthma triggers
1 Subsequent approvalsiocumentation of treatment success defined as reduction in
daily recuse inhalers usergunisone use, or improved FEV1 from baseline
Exclusion Criteria: 1 Not indicated for treatment of other eosinophilic conditions
1 Notindicated for acute bronchospasm or status asthmaticus
9 Eosinophilic less than 150 cells/ul
Age Restriction: 1 Patients 18/ears old and older
Prescriber 9 Prescribed by or in consultation with an allergist, immunologist, or pulmonologist
Restrictions:
Coverage 1 Approval: 12 months, unless otherwise specified
Duration:
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POLICY NAME:
COAGADEX

Affected Medications:

COAGADKX¥actor X)

Covered Uses:

1 All FDAapproved indications rniatherwise excluded by plan design.

Required Medical
Information:

1 Documentation of dose based on reasonable projections and currentutdation

and product labeling, diagnosis, baseline fadawel, circulating factor activity (% of

normal or units/dL) and rationale for use
Patient weight
Documentation with one of the following diagnostic categories:
o Ondemand treatment and control of bleeding episodes
o Perioperative management of bleedinggatients with mild and moderate
hereditary Factor X deficiency
o Routine prophylaxis to reduce the frequency of bleeding episodes

=a =

Reauthorization (Routine Prophylaxis onlgquires documentation of planned treatment

dose, number of acute bleeds since lapproval with severity and cause of bleed

Appropriate
Treatment
Regimen & Other
Criteria:

1 Food and Drug AdministratiofrDA-approved dosing

Exclusion Criteria:

Age Restriction:

1 12 years and older

Prescriber
Restrictions:

1 Hematologist

Coverage
Duration:

Initial approval: 3 months, unless otherwise specified
Reauthorization: 12 months, unless otherwise specified
Perioperative management: 1 month, unless otherwise specified

=A =4 =
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POLICY NAME:

COMPOUNDED MEDICATIONS
: ALLCOMPOUNDED MEDICATIONS

Affected Medications

Covered Uses: 1 All FDAapproved indications not otherwise excludby benefit design.
Required Medical 1 All compounded ingredients must be submitted on the pharmacy claim
Information:
Appropriate 1 Compounded medications will only be payable af&t commercially available or
Treatment formulary products have been exhausted.
Regimen & Other 1 Inthe case of a payable claim, only compound ingredients that are covered on tf
Criteria: applicable formulary will be reimbursed under thiglipy.
1 Compounds above a certain dollar threshold will be stopped by the claim adjudid
system.
Exclusion Criteria: 1 Compounds for experimental or investigational uses will not be covered.
1 Compounds containing neRDA approved ingredients will not bevered
1 NonFDA approved compounded medications will not be covered when an FDA
approved, commercially availle medication is on the markébr treatment of
requested condition
Age Restriction:
Prescriber
Restrictions:
Coverage Duration: 1 3 monthsunless otherwise specified

67



©®

PacificSource

Community Solutions

POLICY NAME:

CONTINUOUS GLUCOSE MONITORS
: FREESTYLE LIBRE and DEXCOM G6

Affected Medications

Covered Uses: 1 All FDAapproved indications not otherwise excludby benefit design.
Required Medical 1. Diagnosis oType 1 diabetes currently on an insulin pump
Information:
2. Diagnosis of Type 1 diabetes not currently using an insulin pump with on
the following
1 Baseline HbAlc Level 8.0% or higher
1 Frequent or severe hypoglycemia
1 Impaired awareness of hypoglycemia
3. Pregnantwomen or actively attempting to conceive and have a diagnosis
Type 1 diabetes
4. Children and adolescents under 21 with a diagnosis of Type 1 diabetes
Appropriate Treatment
Regimen & Other Criteria:
Exclusion Criteria: 1 Type 2 diabetes
Age Restriction:
Prescriber Restrictions:
Coverage Duration: 1 Authorization 12 months, unless otherwise specified
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POLICY NAME:
CORLANOR

Affected Medications

: CORLANOR (ivabradine) 5 mg and 7.5 mg tablets

Covered Uses:

1 All FDA approved indications natherwise excluded by benefit design.

Required Medical
Information:

9 Chronic Heart Failure with ejection fraction 35% or less
1 Resting heart rate of at least 70 beats per minute

Appropriate Treatment
Regimen & Other
Criteria:

9 Contraindication tdeta-blockers, or on maximum tolerated dose

Reauthorizationwill require documentation of treatment success and a clinically
significant response to therapy

Exclusion Criteria:

1 Acute, decompensated heart failure

1 Blood pressure less than 90/50 mm Hg

9 Sicksinus syndrome, sinoatrial block, thidgree atrioventricular block (unles
stable with demand pacemaker)

Severe hepatic impairment

Heart rate maintained exclusively by pacemaker

Concomitant use with strong CYP3A4 inhibitors

= =4 =4

Age Restriction:

Prescrib er Restrictions:

Coverage Duration:

1 12 months, unless otherwise specified
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POLICY NAME:
COTELLIC

Affected Medications

: COTELLIC (cobimetinib fumarate)

Covered Uses:

1 NCCN indications with evidence level 2A or higher.

Required Medical
Information:

and prescribed treatment regimen

Unresectable or metastatic melanoma:
9 Documentation of BRAF V600E or V600K mutation
i Documentation of use in combination with venurafenib

1 Documentation of performance status, disease staging, all prior therapies u

App ropriate Treatment
Regimen & Other
Criteria:

1 Reauthorizationrequires documentation of disease responsiveness to theray

Exclusion Criteria:

score greater than or equal to 3

9 Karnofsky Performance Status less than or equal to 50% or ECOG perform

Age Restriction:

Prescriber Restrictions: 1 Oncologist
Coverage Duration: 1 Initial approval: 3 months
1 Reauthorization: 12 months
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POLICY NAME:
CRESEMBA

Affected Medications

: CRESEMBA (isavuconazonium sulfate)

Covered Uses:

1 All FDAapprovedindications not otherwise excludeby plan design

Required Medical

9 Diagnosis of Invasive Aspergillosis

Regimen & Other
Criteria:

Information: 1 Diagnosis of Invasive Mucormycosis
Aspergillosis:
9 Documented treatment failure or contraindication to voriconazole
Mucormycosis:
1 Documented treatment failure or contraindication to amphotericin B
Appropriate All Indications:
Treatment 1 Susceptibility cultures matching isavuconazonium activity

1 Exceptions made for empiric therapy as long as treatmeadijissted when
susceptibility cultures are available

Reauthorizationwill require documentation of treatment success and a clinicédjgicant
response to therapy

Exclusion Criteria:

1 Concurrent use of strong CYP3A4 inhibitors (ketoconazoledaiggritonavir [400 mg
SOSNE MH K2dzZNAEBU |yR adNRBy3 /,tol!ln Ay
long-acting barbiturates) (Hypericum perforatum)

1 Familial short QT syndrome

Age Restriction:

Prescriber
Restrictions:

Coverage
Duration:

Initial gpproval: 3 months
Reauthorization: 3 months

=a =9
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POLICY NAME:
CRYSVITA

Affected Medications

: CRYSVITurosumakwza)

Covered Uses:

1 All FDA-approved indications not otherwise excluded by benefit design.

Required Medical

X-LinkedHypophosphatemia

Criteria:

Information: 1 Documentation of diagnosis by:
1 A blood test demonstrating:
A Decreased phosphate AND
A Increased FGE3 AND
A Decreased 1,260H)2D AND
A Normal parathyroid hormone (PTH) AND
1 A urine test demonstrating:
1 Decreased tubular reabsorption of phosphatarected for glomerular
filtration rate (TMP/GFR)
Appropriate 1 Documentation of trial/failure with oral phosphate and calcitriol supplementatio
Treatment 1 Dosing
Regimen & Other o Adults,

A Initial: 1 mg/kg, rounded to nearest 10 mg, subQ evewyeeks; up
to maximum of 90 mg every 4 weeks.
o Pediatrics,
A Initial: 0.8 mg/kg rounded to nearest 10 mg, subQ every 2 week
up to a maximum of 90 mg, or 2 mg/kg every 4 weeks.
1 Reauthorization:rrequires documentation of normalization of serum phosphate
levels.

Exclusion Criteria:

9 Oral phosphate and active vitamin D analogs within the last week

1 Renal impairment and/or end stage renal disease
Age Restriction: 9 Patients is at least 1 year of age
Prescriber 1 Must be administered by a healthcare provider.
Restrictions: 9 Prescribed by or in consultation with a Nephrologist or Endocrinologist
Coverage Duration: 1 Initial approval: Gnonths, unless otherwise specified
1 Reauthorization: 12 months, unlestherwise specified
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POLICY NAME:
CYSTADANE

Affected Medications

: CYSTADANEetaine)

Covered Uses:

1 All FDA approved indications not otherwise excluded by benefit design.

Required Medical
Information:

1 Documentation of one of the following:
1 Cystathionine betaynthase (CBS) deficiency
15,10 methylenetetrahydrofolate reductase (MTHFR) deficiency
9 Cobalamin cofactor metabolism (cbl) defect

1 Vitamin B12 and folic acid serum levels

Appropriate Treatment
Regimen & Other
Criteria:

1 Vitamin B6, B12, and folate supplementation

significant response to therapy

Reauthorizationwill require documentation of treatment success and a clinically

Exclusion Criteria:

1 Uncorrected vitamin B12 or folic acid levels

Age Restriction:

Prescriber Restrictions:

Coverage Duration:

1 Approval: 12 months, unless otherwise specified.
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POLICY NAME:
CYSTAGON

Affected Medications

: CYSTAGON (cysteamine bitartrate)

Covered Uses:

All FDAapproved indications not otherwise excluded by beneésign.

Regimen & Other
Criteria:

Required Medical 1 Diagnosis of nephraghic cystinosis

Information: 1 The diagnosis was confirmed by the presence of increased cysteine concentration
leukocytes (generally-33 nmol halfcystine/mg protein) or by DNA testing (mutations
the CTI gene) or by demonstration of cysteine corneal crystals by the slit lamp
examination

Appropriate

Treatment

Exclusion
Criteria:

Documented history of hypersensitivity éysteamineor penicillamine

Age Restriction:

Prescriber
Restrictions:

Coverage
Duration:

Approval: 12 mortis unless otherwise specified
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POLICY NAME:
DALIRESP

Affected Medications : DALIRES@oflumilast)

Covered Uses:

All FDAapproved indications not otherwise excluded by benefit desig

Required Medical Information:

Documentation of Stage Ill, or Stage IV COPD
Documentation of recent FEV1, and FVC.
Documentation of current treatment regimen.

= =4 =4 =

Appropriate Treatment
Regimen & Other Criteria:

1 Documentation that this product is being usedcombination with a
long acting antimuscarinic agent or a long acting bronchodilator that
approved for the treatment of COPD

Reauthorizationwill require documentation of treatment success and a
clinically ggnificant response to therapy

Exclusion Criteria:

1 Moderate or severe hepatic impairment (Chirdigh class B or C).

Age Restriction:

Prescriber Restrictions:

Coverage Duration:

$ Approval: 12 months, unless otherwise specified
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POLICY NAME:
DEFITELIO

Affected Medications

: DEFITELI@efibrotide sodium)

Covered Uses:

1 All FDAapproved indications not otherwise excluded by plan design.

Required Medical
Information:

9 Diagnosis ofiepatic veneocclusive disease (VOD), also known as sinusoidal obstru

syndrome (SOSAND

1 Renal and/or pulmonary dysfunction following hematopoietic stem cell transplantat

(HSCTAND
Weight prior to HSCT, dose and frequeAtyD
Renal function data

E R

0 Serum creatinine (SCr) prior to admission for HSCT conditioning, during

conditioning before HSIC or Creatinine clearance (CrCl) or glomerular
filtration rate (GFR) prior to admission
o Current SCr, CrCl, or GFR
9 Pulmonary function data
0 Oxygen saturation on room air or requirement for oxygen
supplementation/ventilator dependence

ReauthorizationCriteria

T 21 days of therapy have been complet&ND
1 Total bilirubin level is still above normal (normal varies by lab,-+@Ing/dL or 1.741
20.5 microM/L)

Appropriate
Treatment
Regimen & Other
Criteria:

Exclusion Criteria:

Renal dysfunction secondary to an alternate etiology
Insufficiently severe renal dysfunction defined as:
0 SCr less than 3x the value at admission for HSCT conditoRing
0 SCr less than 3x the lowest value during conditioning before BECT
0 CrCl or GFR greas than 40% of admission val@R
0 Not dialysis dependent after HSCT
Pulmonary dysfunction secondary to an alternate etiology
Insufficiently severe pulmonary dysfunction
0 Oxygen saturation greater than 90% on roomQiR
0 No documented requirement for oxygesupplementation/ventilator
dependence
1 Preexisting liver cirrhosis

= =

= =
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Any of the following without diagnosis of VOD or SOS with renal or paryo
dysfunction followingHSCThyperbilirubinemia, ascites, weight gain, and/or
hepatomegaly

Prior solid organ ainsplant

Dialysis dependence at the time of HSCT

Oxygen dependence during conditioning

Hemodynamic instability (requirement for multiple pressors or inability to maintain
mean arterial pressure with singfgessor support).

Concomitant use ahedications increasing hemorrhagic risk (@uticoagulants and/or
fibrinolytics)

1 Presence of active bleeding
Age Restriction: )l
Prescriber f
Restrictions:
Coverage 1 Authorization: 1 month
Duration: T Reauthorization: 2 weeks, may only reauthorize totaiad times
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POLICY NAME:
DESMOPRESSIN

Affected Medications

: DDAVP, STIMAT{@#esmopressin)

Covered Uses: 1 All FDAapproved indications not otherwise excluded by benefit design.
Required Medical 1 Diagnosis of central Diabetes insipidus OR
Information: 91 Diagnosis of Hemophilia A OR

1 Von Willebrand Disease AND

1 Documentation of complete and current treatment course
Appropriate T Desmopressin is ineffective for treatment of nephrogenic diabetes insipidus
Treatment 1

Regimen & Other
Criteria:

)l

Reauthorizationwill require documentation of treatment success and a clinically signifig

Desmopressin isot indicated for the treatment of hemophilia A with factor VIl
coagulant activity levels less than or equal to 5%, for the treatment of hemophilia E
in patients with factor VIl antibodies
Documentation of appropriate use

response to therapy

Exclusion Criteria:

)l

1
1

Tablet, Injection: hyponatremia or history of hyponatremia; mode#tatesevererenal
impairment (CrCl less thd&0 ml/minute)
Prior intolerance oallergic reaction to requested medication
Below the line (BTL) indications:
0 primary nocturnal enuresis
0 polyuria
o0 polydipsia

Age Restriction:

Prescriber
Restrictions:

Coverage Duration:

Approval:12 months, unless otherwise specified.
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POLICY NAME:

DIABETIC TEST STRIPS
: DIABETIC TEST STRIPS (FREESTYLE, FREESRFESTYLE INSULFHREESTYLE

Affected Medications
PRECISION NEO

Covered Uses:

1 All FDA approved indications not otherwise excluded by plan design
1 Diabetes Mellitus (DM)

Required Medical
Information:

1 Documentation of complete & current treatment course

Appropriate Treatment

Regimen & Other Criteria:

Preferred products must be prescrib@d a patient requires a new meter, please
call 541330-4999)

1 Freestyle

1 Freestyle Lite

1 Freestyle InsuLinx

1 Freestyle Precision Neo

Standard Quantity Limits:
9 Insulin dependent DM: #100 test strips per 25 days (4x/day)
1 Norrinsulin dependent DM: #100 test strips per 25 daygddy)

Quantity Limit exceptions:

1 Uncontrolled (HbAlc >10), newmset, or gestational: #150 test strips per 25
days (6x/day)

T New onset Pediatric DM or Insulin Pump Start: #250 test strips per 25 day
(10x/day)

Exclusion Criteria:

Age Restriction:

Prescriber Restrictions:

Coverage Duration:

1 Approval: 12 months

79



©®

PacificSource

Community Solutions

POLICY NAME:
DOPTELET
Affected Medications . DOPTELHavatrombopag maleate)

Covered Uses: 1 Al FDA approved indications thatherwise excluded by plagesign.
Required Medical 1 Complete bloodcount with differential and platelet count
Information: 9 Liver function tests
1 Documentation of planned procedure including date
1 Documentation of current platelet count is required for prescribing
Appropriate Thrombocytopenia irpatients with Chronic Liver Disease undergoing medical or dentg
Treatment procedures
Regimen & Other {1 Dosage as either:
Criteria: 1 Platelet count less than 40 x %D: 60 mg orally once daily with food for 5 consecutiy

days beginning 10 to 13 days prior to scheduled procedure OR
1 Platelet caint 40 to less than 50 x : 40 mg orally once daily with food for 5
consecutive days beginning 10 to 13 days prior to scheduled procedure

1 Documented inability to respond adequately to Promacta
1 Consideration for reapproval of therapy requires response to treatment with platel
count of at least 50,000/mcL or above without significant liver function abnormaliti
during procedure
Exclusion Criteria: 1 Platelet count above 50,000/mcL at baseline
9 History of thrombosis
1 Platelet transfusion or receipt of blood containing platelets within 7 days of screen

for procedure
1 Use of heparin, warfarin, NSAIDs, ASA, verapamil, or antiplatelet therapy with

ticlopidine or glycoprotein llb/llla antagonists, enythropoietin stimulating agents
within 7 days of screening for procedure
Age Restriction: A 18 years of age or older

Prescriber 1 Prescribed by or in consultation with hematologistgastroenterologist
Restrictions:

Coverage Duration: 1 Approval: 1 monti(5 days of treatment maximum), unless otherwise specified
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POLICY NAME:
DUOPA
Affected Medications : DUOPA (carbidopa/levodopa enteral suspension)
Covered Uses: 1 All FDA approved indications not otherwise excluded by benefit design.
Required Medical 1 SAlFL3dy2aria 2F ARAZ2LI GKAO tIFNJAYyazyQa 5
Information: at least one other cardinal PD feature (tremor, rigidity, postural instability) AND
1 [ S@2R2LI NBaLRyairodS oAGK Of SINI & RSTA
1 Persistentmd 2 NJ O2YLX AOI GA2y&a 6AUGUK RAALFOfAY
hours/day, despite optimal medical therapy with oral levodajzabidopa, and at least
two other classes of anfD therapy (i.e. COMT, MADinhibitor, or dopamine agonist)
Appropriate 1 Duopa is delivered as a-t®ur infusion through either a nagejunal tube for SHORT
Treatment term administration or through a PEGfor LON@erm administration
Regimen & Other
Criteria:

Reauthorizationwill require documentation of treatment success and a clinicédjgicant
response to therapy

Exclusion O de@LAOILE tINJAYyEa2YyQa A@8YRNRBYS 6dat NJA

Criteria: f  Nonlevodopa responsive PD

1 Contraindication to pemataneous endoscopic gastjejunal (PE&) tube placement or
long-term use of a PEG

1 Concomitant use with nonselective MAO inhibitors or have recently (within 2 weekg
taken a nonselective MAO inhibitor

Age Restriction:

Prescriber 1 Prescribed by a neurologist
Restrictions:

Coverage 1 12 months, unless otherwise specified
Duration:

81



©

PacificSource

Community Solutions

POLICY NAME:
DUPIXENT

Affected Medications

: DUPIXENT (dupilumab)

Covered Uses:

)l

All FDA approved indications tnatherwise excluded by plagesign.

o0 Treatment ofadult patients with moderatdo-severe atopic dermatitis whose
disease is not adequately controlled with topical prescription therapies or when
those therapies are not advisable

o0 Addon maintenance treatment in patients with moderate-severe asthma age®1
years and older with an eosinophilic phenotype or with oral corticosteroid
dependent asthma.

Required Medical

Atopic Dermatitis (AD)

Criteria:

Information: Meet ALL of the following:

9 Clinical documentation of severe inflammatory skin disease defined as having func
impairment (e.g. inability to use hands or feet for activities of daily living, or significa
facial involvement preventing normal social interaction) despite curteatment AND

I Body Surface Area (BSA) of at least TiRhand, foot or mucous membrane
involvement

Asthma

1 A history of 2 or more asthma exacerbations requiring oral or systemic corticosteroi
treatment in the past 12 months OR

9 Requiring chronic daily oral corticosteroid use

1 Reduced lung function at baseline [greonchodilator FEV1 below 80% in adults, and
below 90% in adolescents] despite regular treatment with high dose inhaled
corticosteroid (ICS) plus a loagting beta agnist (LABA)

f ! o0FraStAyS 0ft22R S2aAy2LKAf O2dzyli 27

Appropriate Atopic Dermatitis (AD)
Treatment 1 Failed therapy with tacrolimus 0.1% ointment for 6 we@k¢D
Regimen & Other f Documented failure with two of the following alternatives: Phototherapy, Cyclospori

1 Reauthorizationwill require documentation ofreatment success and a clinically
significant response to therapy

Dosing

1 AD: Initial dose of 600 mg (two 300 mg injections), followed by 300 mg given every

1

Azathioprine, Methotrexate for a minimum of 12 weeks.

week

Asthma: Initial dose of 400 mg (two 200 mg injections) followed by 200 mg given e\
other week or initial dose of 600 mg (two 300 mg injections) folidg 300 mg given
every other week

Exclusion
Criteria:

Atopic dernatitis not meeting the above criteria is considered a below the line diagn
per Oregon Health Authority (OHARlease refer to OH&AUIDELINE NOTE 21, SEVEH
INFLAMMATORY SKIN DISEKXBS&430.
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Age Restriction: $§ AD:18 years of age or older
i Asthma: 12 years of age or older
Prescriber 1 Prescribed by, or in consultation with, a specialist, (e.g., dermatologist, allergist or
Restrictions: immunologist)
Coverage 1 Initial approval: 4 months, unless otherwise specified; Initial PA: Please apnove
Duration: (three 300 mg/2milsyringes) for the first 30 day then maintenance dose wil/28 days
1 Reauthorization: 6 months, unless otherwise specified
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POLICY NAME:
ELAPRASE

Affected Medications

: ELAPRASHursulfase)

Covered Uses: 1 All FDAapproved indications not otherwise excluded by plan design

Required 9 Diagnosis of Hunter syndronse (Mucopolysaccharidosis type (MPS Il))

Medical 9 Diagnosis confirmely enzyme assay demonstrating a deficiency of iduronatelfatase

Information: enzyme activity or by DNA testing that shows pathologic iduronatelfatase gene
mutation

1 Documentation of baseline values foin@inute walk test (E(MWT) and/or percent
predicted forcedvital capacity (FVC)

1 Must have symptoms attributable to MPS Il such as: developmental delay, cognitive
impairment, frequent infections, hearing loss, hepatosplenomegaly, hernias, impaire
respiratory function, joint pain, skeletal deformities, sleep apoesalvular heart disease

Appropriate 1 In case of anaphylaxis or severe allergic reaction, there will be appropriate medical

Treatment support readily available when Elaprase is administered

Regimen & f QL:0.5 mg/kg infusion once weekly

Other Criteria:
Reauthorization Documentation of clinical response and toleration of agent
-Clinical Response: Demonstrated a response to therapy compared to pretreatment
baseline: stabilization or improvement ilN6WT and/or FV@ND
-Toleration of agent: absence of weeptable toxicity from the drug. Examples of
unacceptable toxicity include the following: severe hypersensitivity including anaphyl
reactions, antibody development and serious adverse reactions, acute respiratory
complications, acute cardiorespiratofailure, etc

Exclusion

Criteria:

Age Restriction: 1 5 years of age and older

Prescriber 1 Prescribed by or in consultation with a physician who specializes in the treatment of

Restrictions: inherited metabolic disorders

Coverage 1 Initial approval 3 months, unless otherwise specified

Duration: 9 Subsequent approval 12, months unless otherwise specified
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POLICY NAME:
ELELYSO

Affected Medications

: ELELYSO (taliglucerase alfa)

Covered Uses:

1 All FDA approved indications not otherwise excludetéayefit design.

Required Medical
Information:

1 Diagnosis of Type 1 Gaucher Disease

9 Diagnosis confirmed by enzyme assay demonstrating a deficiency of beta

glucocerebrosidase enzyme activity

1 At least one of the following disease complications: anemianiiacytopenia,
bone disease, hepatomegaly, or splenomegaly

Appropriate Treatment
Regimen & Other
Criteria:

significant response to therapy

Reauthorizationwill require documentation of treatment success and a clinically

Exclusion Criteria:

9 Patientscurrently taking miglustat (Zavesca)

Age Restriction:

1 4 years of age or older

Prescriber
Restrictions:

Coverage Duration:

1 Approval: 12 months, unless otherwise specified
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POLICY NAME:
ELIQUIS

Affected Medications

. Eliquis (Apixabgn

Covered Uses:

1 All FDAapproved indications not otherwise excludby benefit design

Required Medical
Information:

=

Age, body weight, and a recent serum creatinine.
o0 Dose should be reduced to 2.5 mg twice dailyhe patient has two or more of the

following:
0 Age>80 years,
0 body weight<60 kg, or
0 SCr=1.5mg/dL

Appropriate
Treatment
Regimen & Other
Criteria:

9 Authorize use of Eliquis for patients with: nealvular atrial fibrillation or flutteor
prophylaxis of deep vein thrombosis/pulmonary embolism altigror knee
replacement surgery.

91 Additional indications evaluated by a pharmacist and/or a physician on ebyasse
basis.

Reauthorizationwill require documentation of treatment success and a clinically signific

response to therapy

Exclusion

Criteria:

M1 CrCl < 15 mL/minute.

Use in the management of acute coronary syndromes,

1 primary and secondary prevention of chronic coronary arter disease (eg, unstable

angina, norST segment elevation myocardial infarction [MIeB&vation MI, post
percutaneous coronary intervention or intracoronary stent placement),
1 prevention of thromb@mbolic events related to hereditary factor deficiencies or

clotting disorders (eg, protein S deficiency, hereditary antithrombin deficiency), or

1 Management of mechanical heart valves or indwelling cardiac assistive devices.

Age Restriction:

T ! 3818 x

Prescriber
Restrictions:

Coverage
Duration:

1 Approval:12 months, unless otherwise specified.
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POLICY NAME:
ELZONRIS

Affected Medications

: ELZONRIS (tagraxofeeszs)

Covered Uses:

T

Food and Drug Administration (FB#proved indications not otherwisexcluded by

plan design

o Treatment of blastic plasmacytoid dendritic cell neoplasm (BPDCN) in adults &
pediatric patients at least 2 years of age

Required Medical
Information:

Diagnosis of blastic plasmacytoid dendritic cell neoplasm (BPDCN) mathedryga
certified Hematopathologist or Dermatopathologist.

If diagnosis of BPDCN is based on skin biopsy, clear plasmacytoid dendritic blast
are present by morphology and confirmed by IHC and flow cytometry. Features
excluding AML and Leukemia cutisist be present.

If BPDCN presents as the leukemic form or it there is bone marrow involvement, A
T-cell lymphoblastic leukemia, and NIl Leukemia must be excluded.
Documentation of performance status, disease staging, all prior therapies used, ar

anticipated treatment course.

Appropriate
Treatment
Regimen & Other
Criteria:

Reauthorizationdocumentation of diseasesponsiveness to therapy

The recommended dose and schedule is 12 mcg/kg administered intravenously ov
minutes once daily on day 1 to 5 of a@4y cycle.

Exclusion Criteria: T wSy It G2EAOAGeY 2A0KK2ftR (I 3aINI E27FdzaLl
mL/minute.
T 1SN G2G02EAOAGRY 2AGKK2ER GF 3INYE27FdzaLd
1 Persistent clinicallgignificant toxicities from prior chemotherapy
1 Receiving immunosuppressive therapy
1 Pregnancy
Age Restriction: 1 For adults and pediatric patients 2 years and older only
Prescriber 1 Must be prescribed by or in consultation with a prescriberegigmced in the treatment
Restrictions: of BPDCN
1 All approvals are subject to utilization of the most cost effective site of care
Coverage 1 Initial approval: 4 months, unless otherwise specified
Duration: 1 Reauthorization: 12 months, unless otherwise specified
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POLICY NAME:
ENBREL

Affected Medications: ENBREL (etanercepENBREL MINI

Covered Uses:

91 All FDAapproved indications not otherwise excluded by plan design.

Required
Medical
Information:

Documentation of moderate to severe diseasbile ontreatment

(Indication must be documented in chart notes within the last 6 months)

Documentation of complete and current treatment course

Documented current level of disease activity/disease control

Rheumatoid arthritis

Documented current level of disease activititwone of the following (or equivalent objective
scale):

The Disease Activity Score derivative for 28 joints {E&)greater than 3.2

The Simplified Disease Activity Index (SDAI) greater than 11

The Clinical Disease Activity Index (CDAI) greater than 10

Weighted RAPID3 of at least 2.3

Juvenile idiopathic arthritis (JIA)

Documented current level of disease activity with physician global assessment (MD global
or active joint count

Plague psoriasis (PP)

1 Documentation of disease that is severe irtiura, which has resulted in functional impairme
(e.g., inability to use hands or feet for activities of daily living, or significant facial involveme
preventing normal social interaction) AND one or more of the following:
0 At least 10% body surfaceea involvement; or

0 Hand, foot or mucous membrane involvement

Ankylosing Spondyliti¢AS)

o Documentation of active disease defined by Bath ankylosing spondylitis disease ad

index (BASDAI) of 4 or greater AND

0 back pain for at least 3 months AND agenset of pain under 40 years while fulfilling

ONE of the following two sets of criteria:

o0 Scaroiliitis on imaging (active inflammation on MRI highly suggestive of scaroailiitis
associated with Spondyloarthritis or definite sacroiliitis based on 1984 Mddifew
York Criteria (at least grade 2 sacroiliitis bilaterally or grade 3 or 4 sacroiliitis
unilaterally))

HLAB27 genetic test AND at least 2 SpA features
inflammatory back pain (4 of 5 features met: onset of back
discomfort before the age of 40 yearssidious onset,
improvement with exercise, no improvement with rest, pain at
night with improvement upon arising)

arthritis

enthesitis

uveitis

dactylitis (inflammation of entire digit)

psoriasis

O OO0 O0OO0OO0OO0OO0OO0oOOo
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I NEKyQa RA&SI aSkdzZ OSNI GAGPS O2ft AlGAaA
good response to NSAIDs

family history of SpA

elevated CRP

O O OO

Appropriate
Treatment
Regimen &
Other Criteria:

Rheumatoid arthritis (RA)

Documented clinical failure with at least 12 weeks of combination diseas#fying
antirheumatic drug (DMARD) therapy [Methotrexate pdusfasalazine, methotrexate plus
hydroxychloroquine, sulfasalazine plus hydroxychloroquine, leflunomide plus sulfasalazine
leflunomide plus hydroxychloroquine]

QL¢ 4 ml (4 pens) per 28 day supply

Juvenile idiopathic arthritis (JIA)

Documented failurevith glucocorticoid joint injections or oral corticosteroids AND

At least one of the following agents for a minimum of 12 weeks: methotrexate, leflunomide
QL¢ 4 ml (4 pens) per 28 day supply

Psoriatic arthritis(PA)

Documented clinical failure with addst 12 weeks of two oral diseas®difying antirheumatic
drugs (DMARDSs): sulfasalazine, leflunomide, methotrexate

QL¢ 4 ml (4 pens) per 28 day supply

Plague psoriasi$PP)

Documented failure with 12 weeks of at least two systemic therapies (methotrexate,
cyclosporine, acitretin, phototherapy [UVB, PUVA])

QL¢ Initial ¢ 8 ml (8 pens) per 28 days for 3 month supply

QL¢ Continuationc 4 ml (4 pens) per 28 day supply

Graft Versus Host Disease (GVHD)

Managed by transplant center AND has tried or currergleiving conventional treatment with
high dose SC, CSA, tacrolimus, etc.

Reauthorization Documentation of treatment success

Ankylosing spondylitis
1 Documented failure with two daily prescription strength nonsteroidal -amftammatory
drugs (ibuprofen, aproxen, diclofenac, meloxicam, etc.) with minimum 1 month trial
each
i Forisolated sacroiliitis, enthesitis, peripheral arthritis: documented treatment failure
with locally administered parenteral glucocorticoid
1 QLg4mL (4 pens) per 28 day supply

Reautlorization: Improvement of at least 50% in the BASDAI score or an absolute change
units.

Exclusion
Criteria:

1 Concurrent us of biologic DMARDSs: Orencia (abatacept), Rituxan (rituximab), Actemra
(tocilizumab), Humira (adalimumab), Remicdidliximab), Simponi (golimumab), Cimzia
(certolizumab), Kineret (anakinra), Xeljanz (tofacitinib)
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Active infection including tuberculosis

Intra-articular injection of Enbrel

Positive tuberculosis, hepatitis B, hepatitis C or herpes zoster infection
Usein the management of alopecia areata, alopecia totalis, alopecia universalis, asthm
Crohn's disease, dermatomyositits/polymyositis, inclusion body myositis, Graves
ophthalmopathy, hepatitis C, alcoholic hepatitis, idiopathic pulmonary fibrosis, immune
mediated cochleovestibular disorders, immune thrombocytopenic purpura, myelodyspl
syndrome, prevention of peprosthetic osteolysis, primary sclerosing cholangitis, recurr
spontaneous pregnancy loss, ocular sarcoidosis, pulmonary sarcoidosisas8pigren's
syndrome, Takayasu's arteritis, Wegener's granulomatosis, cancer anorexia/weight los
syndrome, newonset diabetes mellitus type 1, keloids, and Alzheimer's disease, myosit
nephrotic syndrome, septic shock/sepsis, uveitis

Age
Restriction:

PA, PsA, PP, AS: 18 years of age or older

Prescriber

Restrictions:

PP: prescribed by or in consultation with a dermatologist
RA/PsA/AS: prescribed by or in consultation with a rheumatologist

Coverage
Duration:

= =4 =a =

Initial approval: 4 months, unless othesg specified
Reauthorization: 12 months, unless otherwise specified
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POLICY NAME:

ENTERAL NUTRITIORAL NUTRITION SUPPLEMENTS

Affected Medications:

ENTERAL NUTRITION

Covered Uses:

1 All FDA approved indications not otherwise excluded by bedesign.

Required
Medical
Information:

Nutritional Deficiency identified by one of the following:

1 Documentation of chronic and permanent illness/trauma resulting in inability to be
maintained through oral feeding and must rely on enteral/parentenatition therapy.
(i.e. permanent enteral/parenteral prosthetic device is required)

OR

1 Documentation of functioning Gl tract who, due to pathology to, or-funrction of, the
structures that normally permit food to reach the digestive tract (oral feedioginot
maintain weight and strength commensurate with his/her general condition. (ex.
head/neck cancer with reconstructive surgery and CNS disease leading to interferenc
the neuromuscular mechanism)

OR

1 Documentation of use for training in the ketagjc diet for children with epilepsy in cases
where the child has failed or not tolerated conventional therapy

Oral nutritional supplements may be approved when the following criteria has been met:

Clients age 6 and above
1 Must have a nutritionatleficiency identified by one of the following:
0 Recent low serum protein levels OR
0 Recent registered dietician assessment shows sufficient caloric/protein intake
not obtainable through regular, liquefied or pureed foods OR
0 Must meet all of the following:
A Prolonged history (i.e. years) of malnutrition, and diagnosis or symptor|
of cachexia
A Client residence in home, nursing facility, or chronic home care facility
A Where the above conditions be futile and invasive

AND
1 Must have a recent unplanned weight lasfsat least 10%, PLUS one of the following:
0 Increased metabolic need resulting from severe trauma OR
0 Malabsorption difficulties (e.g., shegut syndrome, fistula, cystic fibrosis, renal
dialysis) OR
0 Ongoing cancer treatment, advanced Acquired Immunecizegfcy Syndrome
(AIDS) or pulmonary insufficiency.
Note:Weight loss criteria may be waived if body weight is being maintained by suppleme
Rdz§ (2 LI GASY(Qa endRMGADS)O2yRAGAZY 6S03

Clients under age 6:
9 Diagnosis of failure tthrive AND
1 Must meet same criteria as above, with the exception of % of weight loss.
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Appropriate
Treatment
Regimen &

Other Criteria:

Exclusion
Criteria:

Age Restriction:

Prescriber 9 Practitioner licensed to prescribe medications
Restrictions:

Coverage 9 Initial approval: Bnonths, unless otherwise specified
Duration: 1 Reauthorization: 12 months, unless otherwise specified
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POLICY NAME:
ENTYVIO

Affected Medications

. Entyvio (vedolizumab)

Covered Uses:

1 All FDAapproved indications not otherwise excludby benefit design

Required Medical

1 Documentation of moderate to severe disease despite current treatment (Indicatior|

Regimen & Other
Criteria:

Information: must be documented in chart notes within the last 6 months )
1 Documaentation of complete and current treatment course
1 Documented current level of disease activity/disease control
/| NP KYQ&d RAaSHas
1 520dzySy il idAz2y 2F /I NPKyQa 5AaSrasS ! OdA
Ulcerative Colitis
9 Diagnosis supported lBndoscopy/colonoscopy/sigmoidoscopy or biopsy and a May
Clinic Score for Assessment of Ulcerative Colitis Activity
Appropriate | NEKYy Qa RA&SIAS
Treatment 1 Has failed at least two oral treatment for minimum of 12 weeks toafticosteroids,

azathioprine, cyclosporine®ercaptopurine, methotrexate, sulfasalazine, balsalazid
tacrolimus, mesalamine

1 Has failed minimum 12 weeks on Humira

1 Dosing of 300mg every 8 weeks

Ulcerative Colitis

9 Has failed at least two oral treatmertrf minimum of 12 weeks trial: corticosteroids,
sulfasalazine, azathioprine, mesalamine, balsalazide, cyclospotinerd@ptopurine

1 Has failed minimum 12 weeks on Humira

1 Dosing of 300mg every 8 weeks

For consideration of every 4 week dosing, must nadledf the following:
1 Documented clinical failure to Entyvio at standard dosing for at least 6 months
o Clinical failure defined as failure to achieve a clinical response (greater thar
Slidzr £t G2 tvn LRAYG AYLNRGSYSYyld Ay
I Documented faure to minimum of 12 weeks on two alternative Tumor necrosis fact
alpha (TNF) inhibitors

Reauthorization:documentation of treatment success

Exclusion Criteria:

1 Concurrent use with or tumor necrosis factor (TNF) alfa inhibitors (eg, infliximab,
adalimumab, certolizumab pegol)

Age Restriction:

1 18 years of age or older

Prescriber
Restrictions:

1 Prescribed by or in consultation with a gastroenterologist specialist

Coverage
Duration:

Initial approval: 4 months, unless otherwise specified
Reauthoriation: 12 months, unless otherwise specified

=a =8
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POLICY NAME:
EPIDIOLEX

Affected Medications . Epidiolex (cannabidiol)

Covered Uses: 1 All FDAapproved indications not otherwise excludbed benefit design
Required Medical 1 Documented diagnosis dennoxGastaut syndrome (LGS) or Dravet syndrome
Information: 1 Patient Weight
1 Documentation that therapy is being used as adjunct therapy for seizures
1 LennoxGastaut syndrome (LGS)
A Documentation of at least 8 drop seizures per month
A Documented treatment anthadequate control of seizures with at least
three guideline directed therapies including
U0 Valproateand
U0 Lamotrigineand
U Rufinamide, topiramate, flebamater Onfi
91 Dravet Syndrome (DS)
A Documentation of at least 4 convulsive seizures in the last month while
stable antiepileptic drug therapy
A Documented treatment and inadequate control of seizures with at least f
guideline directed therapies including
U Valproateand
U Onfiand
U Topiramateand
U Clonazepam, levetiracetarar zonisamide
Appropriate Dosing: Not to exceed 20mg/kg daily
Treatment
Regimen & Other Reauthorizationwill require documentation of treatment success and a clinically
Criteria: significant response to therapy

Exclusion Criteria:

Age Restriction:

2 years of age or older

Prescriber
Restrictions:

Prescribed by or in consultation with a neurologist
All approvals are subject to utilization of the most cost effective site of care

Coverage Duration:

Initial approval: Gnonths, unless otherwise specified
Reauthorization: 12 monthsinless otherwise specified

=A =4 =8 =8 =N
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POLICY NAME:
EPOPROSTENOL
Affected Medications : Epoprostenol, Veletri, Flolan
Covered Uses: 9 All FDAapproved indications not otherwise excluded by plan design.
Required Medical Pulmonary arterial hypertensiorfPAH) WHO Group 1
Information: 1 Documentation of PAH confirmed by rigi¢art catheterization
1 Documentation of acute vasoreactivity testing
1 Patient weight, planned dose and frequency
Appropriate 1 PAH: for initiation of therappatient must have mean pulmonary artery pressure al
Treatment least 25mm Hg at restr at least 30 mm Hg with exertion
Regimen & Other AND
Criteria: 9 Failure of the following therapy classes: PDES5 inhibAND
1 Endothelin receptor antagonists (exception for severe disease, WHO class 1V)
1 Subsequent approval requires documentation of treatment success: exercise
endurance, echocardiographic testing, hemodynamic testing, BNP, functional clg
Reauthorizationwill require documentation of treatment success and a clinically
significant respons¢o therapy
Exclusion Criteria: 1 Folan Heart failure caused by reded left ventricular ejection &ction
9 Veletri Longterm use in patients with heart failure due to severe left ventricular
systolic dysfunction; lonterm use patients who develgpulmonary edema during
dose initiation
Age Restriction: § 18 years of age and older
Prescriber 1 Prescribed by or in consultation with cardiologist or pulmonologist
Restrictions:
Coverage Duration: 1 Initial coverage, 3 monthsinless otherwise specified
1 Subsequent coverage, 12 months unless otherwise specified
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POLICY NAME:
ERGOT ALKALOIDS
Affected Medications . Dihydroergotamine Mesylate Injection, Dihydroergotamine Mesylate Nasal Solution

=

Covered Uses: All FDAapproved indications not dierwiseexcluded by plan design

Required Medical 1 Request for injection: documentation of status migrainosus
Information: 1 Request for nasal solution: documentation of migraines described as being
moderatesevere AND
1 Documentation of inadequate response or contidication to all of the following:
- Minimum of two prescription strength NSAIDs or combination analgesics (e
ibuprofen, naproxen, or acetaminophen plus aspirin plus caffeine)
- Minimum of 1 oral Bhydroxytryptaminel (5HT1) receptor agonists (e.g.
sumatriptan, naratriptan, rizatriptan, or zolmitriptan)
- Minimum of 1 NOMbral 5HT1 agonist (e.g. sumatriptan, zolmitriptan)
Appropriate 1 Injection doses should not exceed 3 mg in a 24 hour period, and 6 mg in one w
Treatment T QL 12mL/30 days
Regimen & Other 1 Nasal solutions should not exceed 2 mg per day, no additional benefit shown
Criteria: f QL 2mL/30 days (or 8mg/30 days)

Reauthorizationwill require documentation of treatment success and a clinically
significant response to therapy

Hemiplegic or basilar migraine
Uncontrolled hypertension
Ischemic heart disease (e.g. angina pectoris, history of myocardial infarction, his
of silent ischemia)

Peripheral artery disease

Pregnancy or breastfeeding

Documented severe chroniwér disease

Severe renal impairment

Use in combination with 5HT1 receptor agonist such as sumatriptan
Patients 18 years and older

Exclusion Criteria:

=A =4 =

=A (=2 =4 =4 =8 =9

Age Restriction:

Prescriber
Restrictions:

Coverage Duration: 1 Approval: 12 months, unless otherwise specified
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POLICY NAME:
ERIVEDGE
Affected Medications : ERIVEDGQEismodegib
Covered Uses: 1 NCCN indications with evidence level of 2A or higher
Required Medical 1 Documentation of performance status, all prior therapies used, and presci
Information: treatmentregimen.
1 Documentation that Erivedge is being used as a NCCN 2A level of eviden
regimen
Appropriate Treatment 1 Documentation of surgery performed or reason why the patient is not a
Regimen & Other Criteria: candidate for surgery
1 Documentation of whyhe patient is not a candidate for radiation
1 Reauthorizationrequires documentation of treatment success
Exclusion Criteria: T Karnofsky performance statogp /&2 2 NJ 9/ h D LIS NJF 2 NY
Age Restriction:
Prescriber Restrictions: f Oncologist
Coverage Duration: 1 Initial approval: 3 months (2 week initial partial fill), unless otherwise spec
1 Reauthorization: 12 months, unless otherwise specified
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POLICY NAME:

ERFTHROPOIESIS STIMULATING AGENTS (ESAs)

Affected Medications

: Aranesp (darbepoetin al  fa), Epogen (epoetin alfaMircera (methoxy polyethylene

glycolepoetin beta), Procrit (epoetin alfa)

Covered Uses:

1 All FDA (Food and Drug Administratiapproved indications not otherwise excluded b
plan design

Epogen & Procrit & Aranesp & Mircera

1 Treatment of anemia due to chronic kidney disease (CKD), including patients on dig
and not on dialysis to decrease the need for red blood cell (RBC) transfusion

Epogen & Procrit & Aranesp

1 Treatment of anemia in patients with nemyeloid malignancies nere anemia is due to
the effect of concomitant myelosuppressive chemotherapy, and upon initiation, ther
a minimum of two additional months of planned chemotherapy

Epogen & Procrit only

1 To reduce the need for allogeneic RBC transfusions among patiéhtperioperative
hemoglobin greater than 10 to 13 or less g/dL who are at high risk for perioperative
blood loss from elective, noncardiac, nonvascular surgery

T ¢NBFGYSyid 2F ySYAlI RdzS (2 1T AR2@dzRAYS
with HIVinfeOG A 2y @¢AGK SyR23ISy2dza aSNHzy SNE{

Compendiasupported uses

1 Symptomatic anemia in Myelodysplastic syndrome

1 Allogenic bone marrow transplantation

1 Anemia associated with Hepatitis C (HCV) treatment

1 Anemia associated with rluenatoid arthritis (RA)/ rheumatic disease

Required Medical
Information:

1 One of the following in accordance with FDA (Food and Drug Administrafpmndved
label or compendia support:
0 Anemia associated with chronic renal failure
0 Anemia secondary tohemotherapy with a minimum of two additional months
of planned chemotherapy
0 Anemia secondary to zidovudisteeated Human Immunodeficiency Virus (HIV
patients
Anemia in patients scheduled to undergo elective,scandiac, nonvascular
surgery
Symptomatic aemia in Myelodysplastic syndrome
Allogenic bone marrow transplantation
Anemia associated with Hepatitis C (HCV) treatment
0 Anemia associated with rheumatoid arthritis (RA)/ rheumatic disease

o

O O O

Appropriate
Treatment
Regimen & Other
Criteria:

1 Coverage for th nonpreferred drugs (Epogen, Procrit, Aranesp, Mircera) is provideg
when any of the following criteria is met:

1 For Epogen or Procrit, a documented intolerable adverse event to the preferred pro
Retacrit, and the adverse event was not an expected esdvevent attributed to the
active ingredient
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T
T

For Aranesp or Mircera, a documented inadequate response or intolerable adverse
event to the preferred product, Retacrit

Currently receiving treatment with either Aranesp or Mircera, excluding via samples
YIydzFlF OGdzZNBENDRa LI GASYydG FaaraidlyOoS LINE

Exclusion 1 Use in combination with another erythropoiesis stimulating agent (ESA)

Criteria:

Age Restriction:

Prescriber 1 Must be prescribed by, or in consultation with, a specialist (hematologist, oncologist

Restrictions:

nephrologist)

Coverage
Duration:

Approval 6 months, unless otherwise specified
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POLICY NAME:

EXJADBEJADENU
Affected Medications

. EXJADKdeferasirox) JADENU (deferasirox)

Covered Uses: 1 All FDAapproved indications not otherwise excludbg benefit design.

Required 1 Diagnosis of transfusiedependent anemia with chronic iron overload due to blood

Medical transfusions (transfusional hemosiderosis).

Information: 91 Pretreatment serum ferritin level within the last 60 days of at least 1000 mcg/L Basel
and then monthly, or more frequently d@sdicated, monitoring of serum ferritin, serum
creatinine/creatinine clearance, serum transaminases, bilirubin, and urinalysis (urine
protein).

1 On renewal, for patients with serum ferritin below 500 mcg/L, temporary interruption
Exjade/Jadenu therapshould be considered.

9 For patients with persistent or severe increases in creatinine or liver function tests, th
prescriber will consider dose modification or interruption of treatment.

9 Diagnosis of chronic iron overload in patients 10 years and oldementransfusion
dependent thalassemia syndromes and with a liver iron concentration (LIC) of at leag
mg of iron per gram of liver dry weight (mg Fe/g dw) and a serum ferritin greater thar
mcg/L on at least 2 measurements 1 month apart

Appropriate 1 Exjade/Jadenu should not be used with Desferal (deferoxamine)

Treatment

Regimen & Reauthorizationwill require documentation of treatment success and a clinically significa

Other Criteria:

response to therapy

Exclusion T CrCl <40 mL/min.
Criteria: 1 Severe hepatic impairment.
1 Platelet count <50,000/mcL
1 Patient with poor performance status and higek myelodysplastic syndrome (MDS) or|
advanced malignancies
Age Restriction: 1 2 years of age and older for chronic iron overload due to blood transfusions
1 10 years of age and older for ndransfusiordepending thalassemia
Prescriber 1 Hematologist
Restrictions:
Coverage 1 12 months, unless otherwise specified
Duration:
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POLICY NAME:
EXONDYS 51
Affected Medications : Exondys 51 (Eteplirsen)
Covered Uses: 9 Eteplirsen is not considered medically necessary due to insufficient evide

of therapeutic value

Required Medical
Information:

Appropriate Treatment
Regimen & Other Criteria:
Exclusion Criteria:

Age Restriction:

Prescriber Restrictions:
Coverage Duration:
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POLICY NAME:
EXTAVIA

Affected Medications

. Extavia(interferon betalb)

Covered Uses:

1 All FDAapproved indications not otherwise excludby benefit design.

Required Medical
Information:

with MRI

1 Documentation of diagnosis of relapsifogms of multiple sclerosis confirmed

Appropriate Treatment
Regimen & Other
Criteria:

remitting multiple sclerosis
1 Not approved for primary and secondary progressiugtiple sclerosis

significant response to therapy

1 No concurrent use of medications indicated for the treatment of relapsing

Reauthorizationwill require documentation of treatment success and a clinically

Exclusion Criteria:

Age Restriction:

Prescriber Restrictions:

1 Prescribed by or after consultation with a Neurologisan MS specialist.

Coverage Duration:

1 Authorization will be for 12 months, unless otherwise specified.
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POLICY NAME:
FABRAZYME

Affected Medications

: FABRAZYME (agalsidase beta)

Covered Uses: 9 All FDA -approved indications not otherwise excluded by benefit design
Required 1 Diagnosis of Fabry disease
Medical 1 Diagnosis confirmed by enzyme assay demonstrating a deficiency of alpha
Information: galactosidase enzyme activity or by DNA testing
I The patient has clinical signs and symptoms of Fabry disease.
I The patient is male OR
9 The patient is female and the patient has documented substantial disease
manifestations (Renal dysfunction, Cardiovascular dysfunction, Cerebrovascular
complications, Pulmonary complications, Neurologic/neuropathic dysfunction
(pai n) and diagnosis has been confirmed with genetic testing
i Patient weight
Appropriate Reauthorization will require documentation of treatment success and a clinically
Treatment significant response to therapy
Regimen &
Other Criteria:
Exclusion
Criteria:

Age Restriction:

Prescriber 1 Prescribed by or in consultation with a prescriber experienced in the treatment
Restrictions: of Fabry disease

Cover_age 1 Initial approval: 4 months , unless otherwise specified

Duration: 1 Subseq uent approval: 12 months , unless otherwise specified
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POLICY NAME:
FARYDAK

Affected Medications

. Farydak (panobinostat)

Covered Uses: 1 Al FDAapproved indications not otherwise excludby plan design
1 NCCN indications with evidence level of 2A or higher
Required Medical 1 Documentation operformance status, all prior therapies used, and prescribg
Information: treatment regimen
Multiple Myeloma:
1 Documentation of progression on 2 prior regimens, including bortezomib ar
an immunomodulatory agent
9 Use in combinatiomvith dexamethasone and bortezomib
Appropriate Treatment 1 Max duration 16 cycles
Regimen & Other 1 Note Substrate for CYP3A4. Consider dose reduction with CYP3A4 inhibit
Criteria: 1 Note prolongation of QT interval
1 Reauthorization documentation of disease@sponsiveness to therapy
Exclusion Criteria: 1 KarnofskyPerformance Status0% or less or ECOG performance scors
or greater
Age Restriction:
Prescriber Restrictions: 1 Oncologist
Coverage Duration: 1 Initial approval: 3 monthsunless otherwisspecified
I Reauthorization: 9 monthsunless otherwise specified
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POLICY NAME:

FASENRA SUBCUTANEOUS
: Fasenra (benralizumab)

Affected Medications

Covered Uses: 91 All FDAapproved indications not otherwise excluded by plan design.
Required Medical 1 A history of 3 or more asthma exacerbations requiring oral or systemic corticoster
Information: treatment in the past 12 months OR
1 Requiring chronic daily oral corticosteroid use
1 Reduced lung function at baseline [gveonchodilator FEV1 below 80% idudts, and
below 90% in adolescents] despite regular treatment with high dose inhaled
corticosteroid (ICS) plus a loagting beta agonist (LABA)
T ! olaStAyS o0ft22R S2aAy2LKAt O2dzyd 27F
Appropriate 1 Dosing:Administered once every 4 weeks for the first 3 doses, and then every 8 w¢
Treatment thereafter. Maintenance dosing at every 4 weeks was studied but was not found td
Regimen & Other more effective than every 8 weeks.
Criteria: 1 Reauthorizationrequires documented treatment sucse defined as a reduction in the
frequency of exacerbations from baseline
Exclusion Criteria:
Age Restriction: 1 Age 12 years and older
Prescriber 9 Prescribed by or in consultation with an Allergist or Immunologist
Restrictions:
Coverage 9 Initial approval: 6 months, unless otherwise specified
Duration: 1 Reauthorization: 12 months, unless otherwise specified
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POLICY NAME:

FDA APPROVED DR¢JBelow the Medicaid Line of Coverage

Affected Medications : ALTRENO LOTION (tretinoin lotion), MINOLIRA (minocycline), MOTEGRITY
(prucalopide), CEQUA (cyclosporine ophthalmic solution), ESKATA (Hydrogen Peroxide topical) , MACRILEN
(Macimorelin Acetate for oral solution 60MIOTEGRITY (prucalopridd)) CDURNA (desmopressid})PRIO
(ciprofloxacin  suspension for otic administration), QBREXZA (glycopyrronium tosylate topical), SEYSARA

(sarecycline), SINUVA (mometasone sinus implant)

Covered Uses: 1 FDAapproved indications not otherwise excluded by benefit design
Required Medical 9 This nedication is currently not covered by PacificSource Community Solutions as i
Information: below the OHAunded line of the Prioritized List of Health Services.

1 To review the line as well as examine guidelines to see if patient meets certain critg
for approval please refer to the following website
https://intouch.pacificsource.com/LineFinder/

Appropriate 1 Drug must be dosed according to package insert requirements
Treatment

Regimen & Other

Criteria:

Exclusion 9 Exclusion based on package insert requirements

Criteria:

Age Restriction: 1 Age based on package insert requirements

Prescriber 9 Prescriber restrictions based on package insert requirements

Restrictions:

Coverage 1 Case by case
Duration:
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POLICY NAME:
FDA APPROVED DRgJSot Yet Reviewed By Plan for Formulary Placement
Affected Medications : Not Yet Reviewed By Plan for Formulary Placement
Covered Uses: 1 FDAapproved indications not otherwise excluded by benefit design
Required Medical 1 Documentation of disease state, level of control, and therapies failed
Information: 1 Documentation of failure with all available formulary products for treatine
of disease state
1 Documentation that delay in treatment will cause loss of life, limb, functior
other extreme pain
Appropriate Treatment 1 Drug must be dosed according to package insert requirements
Regimen & Other Criteria:
Exclusion Criteria: 1 Exclusion based on package insert requirements
Age Restriction: 1 Age based on package insert requirements
Prescriber Restrictions: 9 Prescriber restrictions based on package insert requirements
Coverage Duration: 9 Case by case based on member need
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POLICY NAME:
FERRIPROX

Affected Medications

. Ferriprox(Deferiprone)

Covered Uses:

1 All FDA approved indications not otherwise excluded by benefit design.

Required Medical
Information:

1 Patient complete blood courihcludingabsolute neutrophil countANQ level

Appropriate Treatment
Regimen & Other
Criteria:

1 Do not start treatment if patient is exhibiting signs of infection
1 Upon renewal: If ANC 500/n1500/mn?, treatment should be not be
restarted and the patient should be monitored

significant response to therapy

Reauthorizationwill require documentation of treatment success and a clinically

Exclusion Criteria:

Age Restriction:

Prescriber Restrictions:

Coverage Duration:

1 Approval: 12 months, unless otherwise specified
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POLICY NAME:
FIRDAPSE

Affected Medications : FIRDAPSE (amifampridine phosphate)

Covered Uses:

T All food and Drug Administration (FDA) approved indications
not otherwise excluded by plan design.
0 Lambert -Eaton myasthenic syndrome

Required Medical Information:

Lambert -Eaton myasthenic syndrome to reduce symptoms
1 Documentation of diagnosis of Lambert - Eaton myasthenic
syndrome (LEMS) confirmed by all of the following:
0 Electrodiagnostic studies, including repetitive nerve
stimulation (RNS)
0 Anti-P/Q-type voltage -gated calcium channel (VGCC)
antibody testing
0 Repetitive nerve stimulation (RNS) records
0 Reproducible post -exercise increase in compound
muscle action potential (CMAP) amplitude of at least
60 percent compared with pre -exercise baseline value
or a similar inc rement on high -frequency repetitive
nerve stimulation without exercise.
1 Documented clinical failure to at least 12 weeks of each of
the following:
0 Guanidine or pyridostigmine
0 Immunosuppressive agents such as Corticosteroids
(dosed at 1mg/kg/day), Azathiopr ine and
Mycophenolate
0 Intravenous Immune Globulin (IVIG)

Appropriate Treatment
Regimen & Other Criteria:

Lambert -Eaton myasthenic syndrome to reduce symptoms

15 to 30 mg/day in 3 to 4 divided doses; May increase based on
response and tolerability in 5 mg increments every 3 to 4 days.
Maximum 80 mg/day.

Reauthorization requires documentation of treatment success

1 Electromyography records
Exclusion Criteria: 1 Seizure disorder
9 Active brain metastases
1 Clinically significant long QTc interval on ECG in previous
year OR history of additional risk factors for torsade de
pointes
Age Restriction: 1 18 years of age or older
Prescriber Restrictions: 1 Prescribed by or in consultation with Neurologist
Coverage Duration: 1 [Initial approval: 3 months, unless otherwise specified
1 Reauthorization: 12 months, unless otherwise specified
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POLICY NAME:

FLUCYTOSINE

Affected Medications : FLLILYTOSINE
Covered Uses: 1 All FDAapproved indications not tierwise excluded by plan desig
Required Medical Information: 1 Susceptibility cultures matching flucytosine activity
Appropriate Treatment 1 Dosing: maximum 150 mg/kg/day

Regimen & Other Criteria:

Exclusion Criteria:

Age Restriction:

Prescriber Restrictions:

Coverage Duration: q

Approval: 6 weeks, desser requested duration

110



©®

PacificSource

Community Solutions

POLICY NAME:

GALAFOLD

Affected Medications : GALAFOLD (migalastat)
Covered Uses: 9 All FDA -approved indications not otherwise excluded by plan design.
Required 1 Diagnosis of Fabry disease
Medical 1 Diagnosis confirmed by enzyme assay demonstrating a deficiency of alpha
Information: galactosidase enzyme activity or by DNA testing

1 Presence of at| east one amenable (responsive) GLA variant (mutation)

1 The patient has clinical signs and symptoms of Fabry disease.

1 The patient is male OR The patient is female and the patient has documented
substantial disease manifestations (Renal dysfunction, Cardiovascular
dysfunction, Cerebrovascular complications, Pulmonary complications,
Neurologic/neuropathic dysfunction (pain) and diagnosis has been confirmed
with genetic testing

Appropriate 1 Reauthorization will require documentation of treatment success and a clinically

Treatment significant response to therapy

Regimen &

Other Criteria:

Exclusion 1 The safety and efficacy of Galafold used concurrently with Fabrazyme has not

Criteria: been established.

Age Restriction:

Prescriber 1 All approvals are subject to utilization of the most cost effective site of care

Restrictions: I Prescribed by or in consultation wi th a prescriber experienced in the treatment of
Fabry disease

Coverage 1 Initial approval: 4 months, unless otherwise specified

Duration: I Subsequent approval: 12 months, unless otherwise specified
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POLICY NAME:
GILENYA

Affected Medications

: GILENY fingolimod)

Covered Uses: 1 All FDA approved indications not otherwise excluded by benefit design.
Required Medical {1 Diagnosis of relapsing forne$ multiple sclerosis with MRI
Information: f Recent documentations of CBC, LFT and ECG
Appropriate Treatment 1 No concurrent use of any medications indicated for the treatment of relapsir
Regimen & Other remitting multiplesclerosis
Criteria: 1 Not approved for diagnosis of primary progressive or seconpl@ygressive
multiple sclerosis
T Maximum dose: 0.5 mg once tiai
1 Documentation of varicella serology and varicella zoster virus vaccination if

Reauthorizationwill require documentation of treatment success and a clinically

antibody negative for those without a history of chicken pox or prior vaccina

significantresponse to therapy

Exclusion Criteria:

l
T

Varicella or Zostervax gaination within the last month

MI, unstable angina, stroke, TIA, decompensated heart failure requiring
hospitalization or Class III/IV hedailure in the last 6 months

History orpresence of Mobitz Type Il seceddgree or thirddegree AV block or
sick sinus syndrome, unless patient has a famitig pacemaker

B-aStAyS veO AYUGSNIBLFE x pnan
Current use of Class la or Class llFamtiythmic drugs

Yyaso

Age Restriction:

Greater tharor equal to 10 years old (per FDA Labeling)

Prescriber Restrictions:

Prescribed by a Neurologist or an MS specialist

Coverage Duration:

A =2 A=A

Authorization will be for 12 months, unless otherwise specified
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POLICY NAME:
GILOTRIF
Affected Medications : GILOTRI@fatanib)
Covered Uses: 9 NCCN indications with evidence level of 2A or higher
Required Medical 1 Documentation of performance status, disease staging, all prior therapies used, and
Information: prescribed treatment regimen
1 Documentaion of use with NCCN 2A or higher level of evidence regimen
1 Documentation of known sensitizing EGFR mutation for metastatiesqaamous non
small cell lung cancer (NSCLC): exon 19 deletions or exon 21 (L858R) substitution
mutations
Appropriate 1 Coadministration of Rgp inhibitors can increase afatinib exposure. Reduce dose by 1
Treatment per day if not tolerated. Gadministration of chronic Pgp inducers orally can decrease
Regimen & Other afatinib exposure. Increasede by 10 mg per day as tolerated
Criteria: 1 Reauthorizationrequires documentation afisease responsiveness to therapy
Exclusion Criteria: 1 Comorbid diagnosis of interstitial lung disease
1 Karnofsky Performance Status less than or equal to 50% or ECOG perfost@nece
greater than or equal to 3
Age Restriction:
Prescriber 1 Oncologist
Restrictions:
Coverage 1 Initial approval: 3 monthsunless otherwise specified
Duration: 1 Reauthorization: 12 months, unless otherwise specified
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POLICY NAME:
GLATIRAMER

Affected Medications

: GLATIRAMER 20MG, GLATIRAMER 40MG, GLATOPA 20MG

Covered Uses:

1 All FDA approved indications

Required Medical
Information:

I Documentation of diagnosis of relapsing forms of multiple sclerosis confirme
with MRI

Appropriate Treatment
Regimen & Other
Criteria:

1 Documentation of dose and frequency as the 20 mg/mL and 40 mg/mL
formulations are not interchangeable

9 No concurrent use of medications indicated for the treatment of relapsing
remitting multiple sclerosis

1 Not approved for primary and secondary progressive multiple sclerosis

Reauthorizationwill require documentation of treatment success and a clinically
significant response to therapy

Exclusion Criteria:

Age Restriction:

Prescriber Restrictions:

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

Coverage Duration:

1 Approval = 12 months, unless otherwise specified.
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POLICY NAME:

GLUCAGONIKE PEPTIEEAGONISTS

Affected Medications

Subcutaneous (Exenatid8jJICTOZA Subcutaneous (Liraglutid&®ULICITY Subcutane@idaglutide)

: BYETTA Subcutaneous (Exenatide), BYDUREON Subcutaneous (Ex@YiBtiglREON BCise

Covered Uses: 1 All FDAapproved indications not otherwise excludbybenefit design.

Required 1 The patient is diagnosed as having tgdiabetes with an HbA1C level greater than 7.

Medical I The patient demonstrated an inadequate treatment response, intolerance or

Information: contraindication tean adequate trial of: metfanin AND an additionadral antidiabetic
agent (e.g. sulfonylurea (e.g. glyburide, glimepiride, glipizide), pioglitabopeptidyl
peptidase4 (DPP4) inhibitor (e.g. Januvia, Tradjenta), or Sodjucose cedransporter 2
(SGLTZ2) inhibitor (Invokana, Jartte).

1 Forreauthorization, patient demonstrated an expected reductioniiemoglobin Alc

(HbA1GQ since starting therapy of at least 0.5%

Appropriate

Treatment

Regimen &

Other Criteria:

Exclusion 1 Weight Loss

Criteria:

Age Restriction: 1 Greater than oequal to 18 years.

Prescriber

Restrictions:

Coverage 1 Approval:12 months, unless otherwise specified

Duration:
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POLICY NAME:
GROWTH HORMONE®matropin) Injectables
Affected Medications : GENOTROPIN®, HUMATROPE®, NORDITROPIN FLEXPRO®, NNEGRDOIRCEA®,

NUTROPIN AQUSPIN®, NUTROPIN AQ®, OMNITR@PHNG, TEMROPIN®, ZOMACTON

Covered Uses: 1  All FDAapproved indications not otherwise excluded by plan design
1  The following disorders are funded pediatric FDA indications:
o Pituitary dwarfism(short stature disorder due to growth hormone

deficiency)
A Growth hormone deficiency without short stature NOT a funded
indication

¢ dzN)Y SNR& a@yRNRYS
PraderWilli syndrome
b22ylyQad a@yRNRYS
Short stature homeobocxrontaining gene (SHOX) deficiency
Chronic kidey disease (stages 3, 4, 5 or ESRD)
o Renal transplant
M Pediatric FDA indications not listed above are NOT funded indications
1 FDA indications for adults AND pediatric indications after adult height reached as
determined by bone age are NOT funded indications
Required Medical All indications:
Information: 1 Documentation of baseline height, height velocity, and bone age

O OO 0o

Growth hormone deficiency or Pituitary dwarfism
9 For initial approval, documentation of the following is required:
o Diagnosis of growth hormone deficiency or pituitary dwarfism AND
o Low serum values for GH stimulation test,4G&nd IGFBB AND
A Height standard deviation score (SDSYd5 (0.8' percentile) OR
A Height velocity impaired AND
A Height SDS e® (2.3rdpercentile) for bone age
¢ dZNY SND& a@yYRNRYS
9 For initial approval, documentation of the following is required:
o Diagnosis of Turner Syndrome done through genetic testing AND
0 Age greater than or equal to 2 years of age AND
0 Height below the 8 percentile forbone age
b22yIyQ3d A@8YyRNRBYS
91 Forinitial approval, documentation of the following is required:
o S5Al3dy2aira 2F b22ylyQa a@yRNRBRYS R
A Height standard deviation score (SDSY05 (0.8 percentile) OR
A Height velocity impaired AND
A Heght SDS o (2.3rd percentile) for bone age
Short stature homeoboxontaining gene (SHOX) deficiency
1 For initial approval, documentation of the following is required:
o Diagnosis of SHOX deficiency done through genetic testing
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A Height standard deviation sce (SDS) oR.5 (0.8 percentile) OR
A Height velocity impaired AND
A Height SDS e (2.3rd percentile) for bone age
Chronic kidney disease stage 3 and greater OR kidney transplant
9 For initial approval, documentation of the following is required:
o Diagnosis of chronic kidney disease stage 3 or higher (CrCl less than
60mL/min)
0 Height velocity (SDS) less thdrB88 for bone age.
PraderWilli syndrome
1 For initial approval, documentation of the following is required:
o Diagnosis of PradaWilli syndromethrough genetic testing AND
0 Height velocity impaired

1 Reauthorizationrrequires a documented growth rate increaseabfeast2.5 cm over
baseline per year AND evaluation of epips/growth platesdocumenting they remain
open.

Appropriate 1 Patient must try Norditropin prior to use of any other growth hormone agent.
Treatment 1 Height velocity impairment

Regimen & Other

Criteria:

Exclusion Criteria: 1 Adult growth hormone deficiency

Age Restriction:

Prescriber 9 Pediatric endocrinologist

Restrictions:

Coverage Duration: 9 Approval: 12 months, unless otherwise specified
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POLICY NAME:
ESBRIET
Affected Medications : ESBRIET CAPSULE 267 MG ORAL, ESBRIET TABLET 267 MG ORAL, ESBRIET TABLET 8
Covered Uses: 1 All FDAapproved indications nattherwise excludedby plan design
Required Medical 1 Documentation of diagnosis of idiopathic pulmonary fibrosis
Information: 1 Presence of usual interstitial pneumonia (UIP) or high resolution computed
tomography (HRCT), and/or surgical lung biopsy AND
1 Doamentation of baseline forced vital capacity (FVC) greater than or equal to 50
percent of the predicted value AND
1 Documentation of Predicted diffuse capacity for carbon monoxide (DLCO) greate
than or equal to 30 percent.
1 Documentation of baseline liverriation tests, monthly for first 6 months, then ever
3 months thereafter
Appropriate 9 Esbriet is not approved for use in combination with Ofev.
Treatment 1 ESBRIET is not recommended for use in patients with severe (ChilCRsgIC)
Regimen & Other hepatic impairment.
Criteria: 1 Reauthorizatiomequires documentation of treatment success.
Exclusion Criteria: 1 Concomitant administration of moderate or strong CYP1A2 inhibitors / inducers
should be avoided while taking Esbriet.
1 Transaminases more than Bries the upper limit of normal or elevated
transaminases accompanied by symptoms (jaundice, hyperbilirubinemia).
Age Restriction: i 18 years of age or older
Prescriber 9 Must be prescribed by or in consultation with a pulmonologist
Restrictions:
Coverage Duration: 1 Initial approval: Gnonths unless otherwise specified
1 Reauthorization: 12 months, unless otherwise specified
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POLICY NAME:

FLUOCINOLONE OCULAR IMPLANT

Affected Medications

: ILUVIEN, RETISERT, YUTIQ (fluocinolone acetonide intravitreal implant)

Covered Uses:

1

All FDAapproved indications not otherwise excluded by plan design.

Required
Medical
Information:

lluvien

T
)l
T
1

Retisert and Yutiq

Diagnosis of clinically significant diabetic macular ed&iN®

Documentation of past treatment with corticosteroids without a clinically significant rise
intraocular pressure AND

Documentation of insufficient response to initial therapy with intravitreal bevacizumab (
another anttVEGF therapy) AND

Documentation of insufficient response to laser photocoagulation

)l
il

Diagnosis of recurrent nemfectious uveitis with documentation of slamp examination
and dilated fundus examination
Authorization for Retisert requires documentekihical failure with Yutig

Appropriate
Treatment
Regimen &
Other Criteria:

lluvien

1
T

Retisert and Yutiq

One intravitreal implant per 36 months as monotherapy

If the physician determines that adjunctive therapy with a¥iEGF is necessary (e.g.
worsening visual acuity, retihgolume, or fluorescein leakage with lluvien monotherapy),
the request will be reviewed and determination will be made based on medical necessi
Adjunctive therapy with Avastin (bevacizumab) will be the preferred option.

Oneintravitreal implant per 30 months (Retisert) or 36 months (Yutiq)

Documented failure with

A 12week trial with a systemic corticosteroid (such as prednisé@id)

At least one immunosuppressive agent: methotrexate, azathioprine, mycophenolate AN
At leastone calcineurin inhibitor (cyclosporine, tacrolimégyD

At least two of the following ocular steroids: Ozurdex, Triesence, Tridslils

Authorization for Retisert requires documented clinical failure with Yutiq

Exclusion
Criteria:

=4 =4 (=8 =4 =8 -8 -8 -4 -9

=

Active or suspected atar or periocular infections

Glaucoma or documentation of past treatment with corticosteroids with a clinically
significant rise in intraocular pressure

Concurrent use of intravitreal implants and injections: Ozurdex (dexamethasone), Tries
(triamcinolone), Trivaris (triamcinolone)

Age Restriction:

Prescriber
Restrictions:

Ophthalmologist
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Coverage
Duration:

lluvien: 36 months, unless otherwise specified
Retisert:30 months, unless otherwise specified
Yutiq: 36 months, unless otherwise specified
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POLICY NAME:
GAMIFANT

Affected Medications

: GAMIFANTemapalumaHzsg

Covered Uses:

9 All FDA -approved indications not otherwise excluded by plan design
o Treatment of adult and pediatric (newborn and older) patients with primary
hemophagocytic lymphohistiocytosis (HLH) with refractory, recurrent or
progressive disease or intolerance with conventional HLH therapy.

Required
Medical
Information:

Diagnosis of primary hemophagocytic lymphohistiocytosis (HLH)

I Medical records (e.g., chart notes, laboratory values) confirming one the
following:
o Confirmation of a gene mutation known to cause primary HLH (e.g., PRF1,
UNC13D); AND
o Confirmation that 5 of the following clinical characteristics are present:
1 Fever101.3°F or higher
1 Splenomegaly
1 Two of the following cytopenias in the peripheral blood:
1 Hemoglobin less than 9 g/dL; or
1 Platelet count less than 100 x 109/L; or
1 Neutrophils less than 1 x 109/L
1 One of the following:
1 Hypertriglyceridemia defined as fasting trig lycerides 3
mmol/L or higher or 265 mg/dL or higher; or
1 Hypofibrinogenemia defined as fibrinogen 1.5 g/L or lower
1 Hemophagocytosis in bone marrow or spleen or lymph nodes with
no evidence of malignancy
1 Low or absent natural killer cell activity (according to local
laboratory reference)
9 Ferritin 500 mg/L or higher
1 Soluble CD25 (i.e., soluble IL -2 receptor) 2,400 U/ml or higher
AND

i Patient has refractory, recurrent or progressive disease or intolerance with

conventional HLH therapy (i.e., etoposide + dexamethasone); and
1 Emapalumab will be administered with dexamethasone; and
i Patientis a candidate for stem cell transplant; and

1 Emapalumab is being used as part of the induction or maintenance phase of stem
cell transplant, which is to be discontinued at the initiation of conditioning for
stem cell transplant; and

1 Dosing is in accordance with the United States Food and Drug Administra tion
approved labeling; and

1 Approval is for no more than 6 months
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Appropriate
Treatment
Regimen &
Other Criteria:
Exclusion 1 Emapalumab for the treatment of secondary HLH
Criteria:
Age Restriction:
Prescriber I Must be prescribed by or in consultation with a prescriber experienced in the
Restrictions: treatment of HLH
91 All approvals are subject to utilization of the most cost effective site of care
Coverage 9 Initial Authorization: 2 months, unless otherwise specified
Duration: 1 Reauthorization: 4  months, unless otherwise specified (not to exceed 6 months

total of treatment)
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POLICY NAME:
HEMLIBRA

Affected Medications

: HEMLIBRAEMicizumakkxwh)

Covered Uses:

9 All FDA -approved indications not otherwise excluded by benefit design.

Required Medical

1 Documented diagnosis of severe hemophilia A (baseline factor level less than

Regimen &  Other
Criteria:

Information: 1%) with or without inhibitors
I Prescribed for routine prophylaxis to prevent or reduce the frequency of
bleeding episodes
Appropriate  Documented inadequate response to current therapy with a bypassing agent or
Treatment inhibitors to Factor VIII OR

T A documented history of at least two episodes of spontaneous bleeding into
joints
Prophylactic agents must be discontinued

o Factor VIII Inhibitors: after the first week of HEMBLIRA

0 Bypassing Agents: one day before starting HEMBLIRA

]

Loading Dose:
3 mg/kg once every week for 4 weeks
0 Maximum 1,380 mg per 28 day supply

Maintenance dose:

1.5 mg/kg once every week or

3 mg/kgonceevery2w  eeks or

6 mg/kg once every 4 weeks

Anyincreases in dose must be supported by an acceptable clinical rationale
(i.e. weight gain, increase in breakthrough bleeding when patient is fully
adherent to therapy, etc.)

Product Availability:

9 Single -dose vials for injection: 30 mg/mL, 60 mg/0.4 mL, 105 mg/0.7 mL, 150
mg/mL

I Dose-rounding to the nearest vial size within 10% of the prescribed dose will
be enforced

Reauthorization
reduction in spontaneous ble
bleed history since last approval

requires documentation of treatment success defined as a

eds requiring treatment, as well as documentation of

Exclusion Criteria:

Age Restriction:

Prescriber
Restrictions:

T Hematologist

Coverage Duration:

T Approval duration: 6 months, unless otherwise specified
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POLICY NAME:
HEPATITIS C DIREATITING ANTIVIRALS

Affected Medications:

(Sofosbuvir/Velpatasvir/Voxilaprevir), MAVYRET (Glecaprevir/Pibrentasvir)

Approval Criteria

1. What diagnosisis  being treated?

Record ICD10 code.

ZEPATIER (Elbasvir/Grazoprevir), EPCLUSA (Sofosbuvir/Velptasvir), VOSEVI

associated morbidities more than 1 year?

2. Is the request for treatment of chronic Hepatitis Yes: Goto #3 No: Pass to RPh.
C infection (B18.2)? Deny; medical
appropriateness.
3. Is expected survival from non -HCV- Yes: Goto#4 No: Pass to RPh.

Deny; medical
appropriateness.

4. Has all of the following pre -treatment
testing been documented:
a. Genotype testing in past 3 years is

prior treatment experience, and if
prescribed a regimen  which is not pan -

genotypic;

b. Baseline HCV RNA level in past 6
months;

C. Current HBV status of  patient

d. Pregnancy test in past 30 days for a

woman of child -bearing age; and

€. History of previous HCV treatment and
outcome

f.  Presence or absence of cirrhosis as
clinically determined (e.g., clinical,
laboratory, radiologic evidence, etc)?

Note: Direct -acting antiviral agents can re -
activate hepatitis B in some patients. Patients
with history of HBV should be monitored carefully
during and after treatment for flare - up of
hepatitis. Prior to treatment with a DAA, all
patients should be tested for HBSAG, HBsAb, and
HBCAB status. HIV testing is also

required if the patient has cirrhosis, any

recommended.

Yes: Record results of
each test and go to #5

Note: If the patient has

HIV or HBV co -infection, it
is highl y recommended
that a specialist be
consulted prior to
treatment.

Currently treatment is not
recommended during
pregnancy due to lack of
safety and efficacy data

No : Pass to RPh.

Request updated
testing.

5. Which regimen is requested?

Document and go to #6
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Approval Criteria

provider will comply with all case
management interventions to promote the
best possible outcome for the patient and
adhere to monitoring requirements required
by the Oregon Health Authority, including
measuring and reporting of a post -
treatment viral load?

Case management includes assessment of
treatment barriers and offer of patient
support to mitigate potential barriers to
regimen adherence as well as facilitation of
SVR12 evaluation to assess treatment
success.

6. Does the patient have clinical, Yes: Go to #7 No : Goto #8
radiologic or laboratory evidence of
complications of cirrhosis (ascites,
portal hypertension, hepatic
encephalopathy, hepatocellular
carcinoma, esophageal varices)?
7. Is the regimen prescribed by, OR is the patient Yes: Goto#8 No: Pass to RPh.
in the process of establishing care with or in Deny; medical
consultation with a hepatologist, appropriateness.
gastroenterologist, or infectious disease
SpRsElE Recommend prescriber
document referral to a
specialist prior to
initiating treatment.
8. Is there attestation that the patient and Yes : Goto #9 No: Pass to RPh.

Deny; medical
appropriateness.

9.

Is the prescribed  drug:

a) Elbasvir/grazoprevir for GT 1a
infection; or

b) Daclatasvir + sofosbuvir for GT 3
infection?

Yes : Go to #10

No: Goto #11
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Approval Criteria

10. Has the patient had a baseline NS5a
resistance test that documents a resistant
variant to one of the agents in #167?

Note: Baseline NS5A resistance testing is
required.

Yes: Passto RPh; deny
for appropriateness

No: Goto#11

Document test and
result.

retreatment after failure of a DAA due to
noncompliance or lost to follow -up?

and refer to medical
director for review

11. Is the prescribed regimen include a Yes: Goto #12 No: Goto #13
NS3/4a protease inhibitor (elbasvir,
glecaprevir, simeprevir, paritaprevir,
voxilaprevir)?

12. Does the patient  have moderate -severe Yes: Passto RPh; deny No: Goto #13
hepatic impairment (Child  -Pugh B or Child - for appropriateness
Pugh C)?

13. Is the prescribed regimen for the Yes: Pass to RPh; Deny No: Goto #14

14. Is the prescribed drug regimen a
recommended regimen based on the
patient s genotype,
(retreatment or treatment naive) and
cirrhosis status (see  Table1 )?

treat

Yes: Approve for8 -16
weeks based on duration
of treatment indicated
for approved regimen

No: Pass to RPh.
Deny; medical
appropriateness.
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Table 1: Recommended Treatment Regimens for Chronic Hepatitis C.

DAA-Treatment naive

Non -cirrhotic

EBV/GZR x 12 weeks**
SOF/VEL x 12 weeks
G/P x 8 weeks

Compensated Cirrhosis

EBV/GZR x 12 weeks**
SOF/VEL x 12 weeks
G/P x 12 weeks

Decompensated Cirrhosis

SOF/VEL + RBV x 12 week

Treatment experienced (Prior
PEG/RBV)

Non - cirrhotic

EBV/GZR x 12 weeks**
SOF/VEL x 12 weeks
G/P x 8 weeks

Compensated cirrhosis

EBV/GRZ 12weeks**
SOF/VEL x 12 weeks
G/P x 12 weeks

Treatment Experienced (Prior
sofosbuvir)

Non - cirrhotic or
compensated cirrhosis

SOF/VEL x 12 weeks
G/P x 12 weeks

Treatment Experienced (Prior
NS3A/4A inhibitor)

Non - cirrhotic or
compensated cirrhosis

SOF/VEL x 12 weeks
EBV/GZR + RBV x 12 weeks**
G/P x 12 weeks

Treatment Experienced (prior
NS5A - containing regimen)

Naive

Non - cirrhotic or
compensated cirrhosis

Non -cirrhotic

G/P x 16 weeks

SOF/VEL x 12 weeks
G/P x 8 weeks

Compensated cirrhosis

SOF/VEL x 12 weeks
G/P x 12 weeks

Decompensated

SOF/VEL + RBV x 12 weeks

Treatment Experienced (prior
PEG/RBV)

Non -cirrhotic

SOF/VEL x 12 weeks
G/P x 8 weeks

Compensated cirrhosis

SOF/VEL x 12 weeks
G/P x 12 weeks
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Treatment Experienced (SOF +
RBV)

Non -cirrhotic or
compensated cirrhosis

SOF/VEL x 12 weeks
G/P x 12 weeks

Treatment Experienced (prior
NS5A -containing regimen)

Non -cirrhotic or
compensated cirrhosis

SOF/VEL/VOX x 12 weeks

Genotype 3

Naive

Non -cirrhotic

SOF/VEL X 12 weeks
G/P x 8 weeks

Compensated cirrhosis

SOF/VEL + RBV x 12 weeks
G/P x 12 weeks

Decompensated Cirrhosis

SOF/VEL + RBV x 12 weeks

Treatment Experienced (prior
PEG/RBV only)

Non -cirrhotic or
compensated cirrhosis

SOF/VEL x 12 weeks
G/P x 16 weeks

Treatment Experienced (SOF +
RBV)

Non -cirrhotic or
compensated cirrhosis

G/P x 16 weeks

Experienced (prior NS5A -
containing regimen)

Non -cirrhotic or
compensated cirrhosis

SOF/VEL/VOX x 12 weeks

Genotype 4

Treatment Naive

Non -cirrhotic

SOF/VEL x 12 weeks
EBV/GZR x 12 weeks
G/P x 8 weeks

Compensated cirrhosis

SOF/VEL x 12 weeks
EBV/GZR x 12 weeks
G/P x 12 weeks

Decompensated Cirrhosis

SOF/VEL + RBV x 12 week

Treatment Experienced (prior
PEG/RBV only)

Non -cirrhotic

SOF/VEL x 12 weeks
EBV/GZR x 12 weeks
G/P x 8 weeks

Compensated cirrhosis

SOF/VEL x 12 weeks
EBV/GZR x 12 weeks
G/P x 12 weeks

Treatment Experienced (prior
NS5A-containing regimen OR
sofosbuvir)

Non -cirrhotic or
compensated cirrhosis

SOF/VEL/VOX x 12 weeks

Genotype 5/6

Treatment Naive or Experienced
(prior PEG -IFN/RBV only)

Non -cirrhotic

SOF/VEL x 12 weeks
G/P x 8 weeks
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Compensated cirrhosis SOF/VEL x 12 weeks
G/P x 12 weeks
Decompensated cirrhosis SOF/VEL + RBV x 12 weeks
Experienced (prior NS5A - containing Non -cirrhatic or SOF/VEL/VOX x 12 weeks
regimen OR sofosbuvir) compensated cirrhosis

Abbreviations: CTP = Child  -Turcotte -Pugh; DAA =direct  acting antiviral; EBV/GZR =
elbasvir/grazoprevir; G/P = glecaprevir and pibrentasvir; PEG = pegylated interferon; RAV = resistance
associated variant; RBV = ribavirin; SOF = sofosbuvir; SOF/VEL = sofosbuvir/velpatasvir; SOF/VEL/VOX
= sofosbuvir/velpatasvir ~ /voxilaprevir

**No baseline NS5A RAVSs. For genotype la patients with baseline NAS5A RAVs, extend duration to 16
weeks.

A Rarely, genotyping assays may indicate the presence of a mixed infection (e.g., genotypes la and 2).
Treatment data for mixed genotypes with direct -acting antivirals  are limited. However, in these cases, a
pangenotypic regimen is appropriate.

Ribavirin -containing regimens are absolutely contraindicated in pregnant women and in the male
partners of women who are pregnant. Documented use of two forms of birth control in patients and
sex partners for whom a ribavirin containing regimen is chosen is required.

Regimens other than glecaprevir/pibrentasvir (G/P;) and elbasvir/grazoprevir (EBV/GZR) should not
be used in patients with severe renal impairment (GRF < 30 mL/min) or end stage renal disease
requiring dialysis.

All regimens containing a protease inhibitor (elbasvir, glecaprevir, simeprevir, paritaprevir,
voxilaprevir) should not be used in patients with moderate to severe hepatic impairment (CTP B and
Q).

There is limited data supporting DAA regimens in treatment - experienced patients with decompensated
cirrhosis. These patients should be handled on a case by case basis with the patient, prescriber, and
CCO or FFS medical director.

*Criteria adopted from Oregon Health Authority
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POLICY NAME:
HERCEPTIN
Affected Medications: HERCEPTIN (trastuzumab)
Covered Uses: 1 NCCN indications with evidence level of 2A or higher
Required Medical 1 Documentation of performance status, disease staging, all prior therapies usg
Information: and prescribed dosing regimen
1 Baseline evaluation of left ventricular function
9 Documentation of Her 2 positivity based on 3+ IHC testing or positive fish tes
Appropriate Treatment 1 Max duration for adjuvant breast cancer therapy is 12 months
Regimen & Other 1 Reauthorizationrequires documentation of disease responsiveness to therapy
Criteria:
Exclusion Criteria: 1 Kamnofsky Performance Stat&®% oress or ECO@erformance scor@ or
greater
Age Restriction:
Prescriber Restrictions: 1 All approvals are subject to utilization of the most cost effective site of care
Coverage Duration: 1 Initial approval: 4nonths, unless otherwise specified
1 Reauthorization: 12 months, unless otherwise specified
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POLICY NAME:

HEREDITARY TYROSINEMIALJHT

Affected Medications:

NITYR, ORFADIN

Covered Uses:

1 All FDAapproved indications not otherwise excluded by plan design.

Required Medical

9 Diagnosis of hereditary tyrosinemia type 1 confirmed by biochemical testing (e.g.

Information: detection of succinylacetone in urine) and appropriate clinical picture of the patient
by DNA testing
1 Current patient weight
Appropriate I Use as an adjunct to dietary restriction of tyrosine and phenylalanine
Treatment 1 Dosing: Initial0.5 mg/kg twice daily
Regimen &  Other o0 Maximum: 2 mg/kg/day
Criteria: 1 Orfadin requires documented failure with or contraindication to Nityr
1 Reauthorization:documentation of treément success confirmed by urine or plasma

succinylacetone reduction since starting therapy and documented adherence to
medical/nutritional therapy

Exclusion Criteria:

Age Restriction:

Prescriber
Restrictions:

9 Prescribed by, or in consultation wighysicians that specializes in the treatment of

hereditary tyrosinemia or related disorders

Coverage Duration:

Initial approval: 3 months, unless otherwise specified
Reauthorization: 12 months, unless otherwise specified

= =
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POLICY NAME:
HETLIOZ

Affected Medications

: HETLIOZ4simelteon)

Regimen & Other
Criteria:

Covered Uses: 1 All FDAapproved indications not otherwise excludey benefit design.
Required Medical 1 Documentation of being legally blind
Information: 1 Documentation of 30 day sleep log or actigraphy
9 drcadian biochemicanalysis (collected over several weeks)
Appropriate 9 If applicable: Betdlocker must be discontinued unless clinically inappropriate, then
Treatment documentation as to clinical need of continuationBstablocker and acknowledgment

of likely diminished efficacy.

T Documentation of 30 day attempt of other treatments options attempted: melatonin
and dronotherapy

1 Polysomnogram with documentatiasf treatment or having ruled out other sleep

disorders.

Reauthorization will require documentation of treatment success and a clinicadjgiicant
response to therapy

Exclusion Criteria:

Age Restriction:

Prescriber
Restrictions:

1 Neurologist, Internist board certified in Sleep Medicine, Sleep Specialist

Coverage Duration:

1 Approval:6 months unless otherwise specified.

132



©

PacificSource

Community Solutions

POLICY NAME:
HUMIRA

Affected Medications

: HUMIRA (adalimumab)

Covered Uses:

91 All FDAapproved indications not otherwise excluded by plan design.

Required
Medical
Information:

1 Documentation of moderate to severe diseaghile ontreatment (ndication must be
documented in chart notes within the last 6 months)

1 Documentation of complete and current treatment course

9 Documented current level of disease activity/disease control

Rheunatoid arthritis (RA)

1 Documented current level of disease activity with one of the following (or equivalent
objective scale):

0 The Disease Activity Score derivative for 28 joints {E8)greater than 3.2

o0 The Simplified Disease Activity Index (SDAI) grélader 11

o The Clinical Disease Activity Index (CDAI) greater than 10

0 Weighted RAPID3 of at least 2.3
Juvenile idiopathic arthritis (JIA
1 Documented current level of disease activity with physician global assessment (MD glob

score) or active joint count
Plague psoriasis (PP)
1 Documentation of disease that is severe in nature, which has resulted in functional impair
(e.g., inability to use hands or feet for activities of daily living, or significant facial involveme
preventing normal social interion) AND one or more of the following:

0 At least 10% body surface area involvement; or

o Hand, foot or mucous membrane involvement
I NPKYyQa RAAaSIa&S
1 520dzYSyidalraAaz2y 2F / NPKyQa 5AaSlasS ! OGAgda
Ulcerative Colitis (UC)

9 Diagnosisupported by endoscopy/colonoscopy/sigmoidoscopy or biopsy and a Mayo ClI
Score for Assessment of Ulcerative Colitis Activity

Ankylosing Spondylitis (AS) and Psoriatic Arthritis with Axial involvement

1 Documentation of active disease defined by Bathydwding spondylitis disease activity inde
(BASDAI) at least 4 AND

1 Scaroiliitis on imaging AND at least 1 Spondyloarthritis (SpA) feature:

o inflammatory back pain (4 of 5 features met: onset of back discomfort before the
of 40 years, insidious onset, provement with exercise, no improvement with rest,
pain at night with improvement upon arising)
arthritis
enthesitis
uveitis
dactylitis (inflammation of entire digit)
psoriasis
/I NPKyQa RAA&AS|I aSkdzZ OSNIF 6A@S O2ft AGAaA

O OO OO0 O
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0 good response to NSAIDs

o family history of SpA

o0 elevated CRP
1 OR HLA27 genetic test positive AND at least 2 SpA features
Intermediate, Posterior, and Panuveitis
1 Baseline brain MRI result in patient with intermediate uveitis/pars planitis

Appropriate
Treatment
Regimen &
Other C riteria:

Rheumatoid arthritis (RA)

1 Documented clinical failure with at least 12 weeks of combination diseas#ifying
antirheumatic drug (DMARD) therapy [Methotrexate plus sulfasalazine, methotrexate pl
hydroxychloroquine, sulfasalazine plugdroxychloroquine, leflunomide plus sulfasalazine
leflunomide plus hydroxychloroquine]

1 QL¢ 1.6 ml (2 pens) per 28 day supply

Reauthorizationdocumentation of treatment success

Juvenile idiopathic arthritis (JIA

1 Documented failure witlylucocorticoid joint injections or oral corticosteroids AND

1 Atleast one of the following agents for a minimum 12 weeks: methotrexate, leflunomide
1 QL¢1.6 ml (2 pens) per 28 day supply

Reauthorizationdocumentation of treatment success

Psoriatic arthrits (PsA)

1 Documented clinical failure with at least 12 weeks of two oral diseaseifying
antirheumatic drugs (DMARDS): sulfasalazine, leflunomide, methotrexate

1 QL¢ 1.6 ml (2 pens) per 28 day supply

Reauthorizationdocumentation of treatment success

Psoratic arthritis (PsA) with Axial Involvement

1 Documented failure with twalaily prescription strength nonsteroidal asitiflammatory
drugs (ibuprofen, naproxen, diclofenac, meloxicam, etc.) with minimum 1 month trial ea

1 QLg 1.6 ml (2 pens) per 28 day supp

Reauthorizationdocumentation of treatment success

Plague psoriasis (PP)

1 Documented failure with 12 weeks of at least two systemic therapies (methotrexate,
cyclosporine, acitretin, phototherapy [UVB, PUVA])

1 QLg Initial (one time onlyg 3.2 ml (4 pensper 28 day supply

1 QL¢ Continuationg 1.6 ml (2 pens) per 28 day supply

Reauthorizationdocumentation of treatment success

I NPKYyQa RA&aSIaS

1 Documented failure with at least two oral treatments for a minimum of 12 weeks:
corticosteroids, azathioprine, cydporine, Bmercaptopurine, methotrexate, sulfasalazine,
balsalazide, tacrolimus, mesalamine

QL¢ Initial (one time onlyx, 4.8 ml (6 pens) per 28 day supply

QL¢ Continuationg 1.6 ml (2 pens) per 28 day supply

=a =
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Reauthorizationdocumentation of treatment success

Ulcerative Colitis (UC)

1 Documented failure with at least two oral treatments for a minimum of 12 weeks:
corticosteroids, sulfasalazine, azathioprine, mesalamine, balsalazide, cyclosporine,
azathioprine, émercaptopurine

1 QLg Initial (one time only 4.8 ml (6 pens) per 28 day supply

1 QLg Continuationg 1.6 ml (2 pens) per 28 day supply

Reauthorizationdocumentation of treatment success

Ankylosing spondylitis (AS)

1 Documented failure with twalaily prescription strength nsteroidal antiinflammatory
drugs (ibuprofen, naproxen, diclofenac, meloxicam, etc.) with minimum 1 month trial ea

1 Forisolated sacrailiitis, enthesitis, peripheral arthritis: documented treatment failure with
locally administered parenteral glucocouid

1 QL¢ 1.6 ml (2 pens) per 28 day supply

Reauthorizationlmprovement of at least 50% in the BASDAI score or an absolute change o

units.

Intermediate and Panuveitis

1 Documented failure with at least one immunosuppressive agent: methotrexate,
azathiopine, mycophenolate AND

1 Atleast one calcineurin inhibitor (cyclosporine, tacrolimus)

1 QLcinitial (onetime only)} 3.2 ml (4 pens) per 28 day supply

1 QLc¢ Continuation 1.6 ml (2 pens) per 28 day supply

Reauthorizationdocumentation of treatment success

Posterior Uveitis

1 Documented trial and clinical failure of Yutig AND Retisert
1 QLginitial (onetime only} 4 pens per 28 day supply

1 QLc¢ Continuation 2 pens per 28 day supply
Reauthorizationdocumentation of treatment success

Exclusion
Criteria:

1 Corturrent us of biologic DMARDs: Orencia (abatacept), Rituxan (rituximab), Actemra
(tocilizumab), Enbrel (etanercept), Remicade (infliximab), Simponi (golimumab), Cimzia
(certolizumab), Kineret (anakinra), Xeljanz (tofacitinib)

9 Concurrent use of Otezla (Apremilast)
§ Positive tuberculosis; active hepatitis B, hepatitis C or herpes zoster infection
1 Use in the management of osteoarthritis, recurrent spontaneous pregnancy leggan
fertilization
1 Intra-articular injection of Hurna
9 Hidradenitis Suppurativa (H&hot covered by plan
I Use in management of anterior uveitis
Age Restriction: 1 RA, PsA, PP, AS, CD : 18 years of age or older
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JIA 2 years of age or older
Pediatric CD: 6 years of age or older

Prescriber
Restrictions:

CD/UC: prescribed by or in consultation with a gastroenterologist specialist
PP: prescribed by or in consultation with a dermatologist
Other indications: prescribed by or in consultation with a rheumatologist

Coverage
Duration:

=A =4 =4 =8 =4 |- =

Initial approval: 4 monthsjnless otherwise specified
Reauthorization: 12 months, unless otherwise specified

136



©®

PacificSource

Community Solutions

POLICY NAME:

HYALURONIC ACID DERIVATIVES
EUFLEXXGENVISGEEONEGEESYNHYALGANHYMOVISYIONOVISC, ORTHOVISC,

SUPARTSBYNVISC, SYNVINE

Affected Medications:

Covered Uses:

1 Coverage of Hyaluronic Acids is excluded based Oregon Health Authority:
Viscosupplementation of the knee (CPT 20610) is not covered for treatment of
osteoarthritis of the knee.

Required Medical
Information:

Appropriate
Treatment
Regimen & Other
Criteria:

Exclusion Criteria:

Age Restriction:

Prescriber
Restrictions:

Coverage Duration:
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POLICY NAME:
HYCAMTIN

Affected Medications

: HYCAMTIN (topotecan)

Criteria:

Covered Uses: 1 NCCN indications with evidence level of 2A or higher
Required Medical 1 Documentation of performance status, all prior therapies used, and prescribed
Information: treatment regimen.

9 Documented monitoring of bood cell counts, renal function teatg] bilirubin

i Performance status-@
Appropriate 1 Avoid use with CYP 450 inhibitors such as ritonavir, cyclosporine, saquinavir,
Treatment ketoconazole, as these drugs increase concentration of hycamtin
Regimen & Other 9 Patients of chilebearing potential are instructed on the importance and proper

utilization of appropriate contraceptive methods for Hycamtin use.

Reauthorizationwill require documentation of treatment success and a clinically
significant response to therapy

Exclusion Criteria: 1 Karnofsky Performance Status less than or equal to 5(B&Q@G performance score
greater than or equal to 3
Age Restriction:
Prescriber 1 Prescribed by or in consultation with an oncologist
Restrictions:
Coverage Duration: 1 Initial approval: 3 months, unless otherwise specified
1 Subsequent approval:2 months, unless otherwise specified
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POLICY NAME:
IBRANCE

Affected Medications

: IBRANCE (palbociclib)

Covered Uses: 1 NCCN indications with evidence level of 2A or higher
Required Medical 1 Documentation of disease staging and all ptiwrapies used
Information: 1 Documentation of ECOG performance status of 1 ORKarnofsky performance scot
greater than 50%
HERZhegative, advanced or metastatic breast cancer
I Use as firstine therapy in postmenopausal women in combination with endocrine
therapy OR
i Use in pre or posinenopausal women with disease progression following endocrir|
therapy.
Appropriate 1 For firstline therapy, must be ugkin combination with an aromatase inhibit@R
Treatment 1 Use with fulvestrant afteprogression on endocrine therapy
Regimen & Other 1 Documentation of avoidance and / appropriate dose reduction with strong CYP3A
Criteria: inhibitors (examples: clarithromycin, itraconazole, ritonavir, verapamil)
1 Documentation of avoidance with strong / moderate CYP3A inducers (d&am
carbamazepine, rifampin, phenytoin and St. John's Wort)
9 Reauthorization documentation of disease responsiveness to therapy
Exclusion Criteria:
Age Restriction:
Prescriber 9 Oncologist
Restrictions:
Coverage Duration: 1 Initial approval: 3 monthsjnless otherwise specified
1 Subsequent approval2 months, unless otherwise specified
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POLICY NAME:
ICLUSIG

Affected Medications

: ICLUSIG (ponatinib)

Covered Uses: 1 NCCN indications with evidence level of 2A or higher.
Required Medical 1 Documentation of performance status, disease staging, all prior therapies used, a
Information: prescribed treatment regimen

1 Documentation of use with NCCN 2A or higher level of evidence regimen

9 If applicable, documentation of Philadelphia chromosepasitive

1 If applicable, documentation af315| mutatiorpositive
Appropriate I Avoid concurrent use with strong CYP3A inhibitors, or reduce Iclusig dose if co
Treatment administration cannot be avoided. Avoid concurrent use with strong CYP3A induc
Regimen & Other 1 Reauthorizationrequires documentation afisease responsiveness to therapy
Criteria:
Exclusion Crit  eria: 1 Congenital long QT syndrome

1 Karnofsky Performance Status less than or equal to 50% or ECOG performance

greater than or equal to 3

Age Restriction:
Prescriber 1 Oncologist
Restrictions:
Coverage Duration: 1 Initial approval: 3 monthsunlessotherwise specified

1 Reauthorization: 12 months, unless otherwise specified
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POLICY NAME:
IDHIFA

Affected Medications

L

RKAFEn 08yl &aAREyiderre) YSaet S Grof S

Covered Uses: 1 NCCN (National Comprehensive Cancer Network) indications with evideetef 2a
or higher
Required Medical 9 Diagnosis of Acute Myeloid Leukemia with an isocitrate dehydrogehgkdaH?2)
Information: mutation as detected by a Food and Drug Administration (Fppjoved test.
Appropriate 1 Reauthorization:documentation of disease responsiveness to therapy
Treatment
Regimen & Other
Criteria:
Exclusion Criteria: I Karnofsky Performance Status 50% or less or ECOG performance score 3 or gre
Age Restriction:
Prescriber 1 Oncologist
Restrictions:
Coverage Duration: T Initial approval: 4 months, unless otherwise specified
1 Reauthorization: 12 months, unless otherwise specified
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POLICY NAME:
ILARIS

Affected Medications

: ILARIScanakinumab)

Covered Uses:

1 All FDA approved indications tnatherwise excluded by plagesign.

Required
Medical
Information:

1 Patient weight

Tumor Necrosis Factor Receptor Associated Periodic Syndrome (TRAPS)
1 Confirmed diagnosis of TRAPS with frequent and/or severe recurrent diddise
documented genetic defect of TNFRSF1A gene
1 Documentedclinical failure to Nonsteroidal anitaflammatory drugs (NSAIDs),
glucocorticoids (prednisone or prednisolone), Enbrel

Hyperimmunoglobulin D syndrome (HIDS)
1 Confirmed diagnosis including presence of heterozygous or homozygous mutation
mevalonatekinase (MVK) gene
1 Documented treatment failure with nonsteroidal aftiflammatory drug (NSAIDs)
glucocorticoids, and episodic anakinra
1 Documented frequent and severe attacks with substantive quafitife detriment

Familial Mediterranean Fever (FMF)
1 Documented Treatment failure with maximal tolerable dose of colchicine (3 mg dalil
adults and 2 mg daily in children)
AND
1 Documentation of frequent and/or severe recurrence disease despite adequate
treatment with Anakinra

Systemic Juvenile Idiopathigthritis (SJIA)
1 Documentation of frequent and/or severe recurrence disease despite adequate
treatment with each of with minimum of 12 weeks trial each:
1. NSAIDS or Glucocorticoids AND
2. Anakinra AND
3. Actemra

Appropriate
Treatment
Regimen &
Other Criteria:

Initial approval for MWS or FCAS, authorize one dose
After up to 8 weeks of therapy if the patient has had a response to therapy as determin
prescribing physician an addition@imonths authorization is allowed

=a =

1 Reauthorization: documentation ofreatment success

Exclusion
Criteria:

1 Treatment of neonatal onset multisystem inflammatory disorder (NOMID) or chronic
infantile neurological cutaneous and articular syndrome (CINCA), juvenile idiopathic art
(JIA), gout, rheumatoid arthritis, chrenbbstructive pulmonary disease (COPD), type 2
diabetes mellitus
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)l

When used in combination with tumor necrosis factor (TNF) blocking agents (e.g. Enbr

Humira, Cimzia, Remicade, Simponi), Kineret, Arcalyst

1 Coverage is not recommend for circumstances sd¢d under covered uses
Age Restriction:
Prescriber 9 Prescribed by or in consulian with allergist/Immunologist/Rheumatologist
Restrictions:
Coverage 1 Initial approval4 months, unless otherwise specified
Duration: 1 Reauthorization6 months, unles®therwise specified

143




©®

PacificSource

Community Solutions

POLICY NAME:
ILUMYA

Affected Medications

: ILUMYA (tildrakizumahsmn)

Regimen & Other

Covered Uses: 9 All FDAapproved indications not otherwise excluded by piasign
Required Medical 1 Documentation of moderate to severe disease despite current treatment (Indication r
Information: be documented in chart notes within the last 6 months)
1 Documented current level of disease activity/disease control
9 Documentation of disease that is severe in natuvhich has resulted in functional
impairment (e.g., inability to use hands or feet for activities of daily living, or significan
facial involvement preventing normal social interaction) AND one or more of the follov
A At least 10% body surface area involvement; or
A Hand, foot or mucous membrane involvement
9 Reauthorization documentation of treatment success
Appropriate Plague psoriasis
Treatment 1 Documented failure with at least two systentierapies for a minimum of 12 weeks

(methotrexate cyclosporine, acitretin, phototherapy [UVB, PUVA]) AND

Criteria: M Documented failure with Humira and Enbrel
1 Dose: 100 mg at Weeks 0, 4, and every twelve weeks thereafter

Exclusion 9 Positive TB test or treatment of latent infection should be started prior to therapy
Criteria: 1 Avoid use of live vaccines in patients treated with llumya

1 Dosing beyond the FB#pproved amount
Age Restriction: 1 Adults age 18 and older
Prescriber 1 Prescribed by or in consultation with a Dermatologist
Restrictions:
Coverage 1 Initial approval4 months unless otherwise specified
Duration: 9 Reauthorization: 12 monthsinless otherwise specified
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POLICY NAME:
IMATINIB

Affected Medications

: Imatinib

Covered Uses: 1 NCCN indications with evidence level of 2A or higher
Required Medical 1 Documentation of performance status, all prior therapies used, and prescribed treatm
Information: regimen
1 Documentation oPhiladelphia chromosompositivemutation status
1 Documentation of PDGFR (platelé¢rived growth factor receptor) gene-arangements,
Kit (CD117) positive mutation status, or FIRPDIGFRpha fusion kinase status
(mutational analysis or FISH demonstration of CHIC2 allele deletion) if applicable
1 Documentation of use with NCCN 2A or higher level of evidence regimen
Appropriate 1 Reauthorizationrequires documentation ofisease responsiveness to therapy (includin
Treatment applicable markers, examples: BEBL1 transcriptevels, cytogenetic response, molecul
Regimen & Other relapse)
Criteria:
Exclusion Criteria: M Use with warfarin
1 Karnofsky Performance Status less than or equal to 50% or ECOG performance sco
greater than or equal to 3
Age Restriction:
Prescriber 1 Oncologist
Restrictions:
Coverage 1 Initial approval4 months unless otherwise specified
Duration: 1 Reauthorization: 12 monthsinless otherwise specified
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POLICY NAME:
IMBRUVICA
Affected Medications : IMBRUVICA (ibrutinib)
Covered Uses: 1 All FDAapproved indicationsiot otherwise excluded by plan design (NOncology use

)

only)
NCCN indications with evidence level of 2A or higher

Required Medical

Oncology indication

Regimen & Other
Criteria:

Information: 1 Documentation of performance status, disease staging, all prior therapies used, a
anticipated treatment course
Chronic Graft Versus Host Disease (cGVHD)
1 Managed by transplant center
1 Documentation confirming tried or currently receiving conventional treatment with
high dose corticosteroids, calcineurin inhibitor (eg. cyclosporine, tacrolimus), etc.
Appropriate 1 Mantle cell ymphoma:560 mg takemadly once daily
Treatment 1 / KNBYAO [@8YLK208GAO [Sdzl SYALlFX 2 f RSY

Reauthorization:documentation of disease responsiveness to therapy

taken orally once daily

Exclusion Criteria: 1 Karnofsky Performance Status 50% or led8@DG performance score 3 or greater
Age Restriction: i 18 years of age or greater
Prescriber 1 Oncology: @cologist
Restrictions:
Coverage Duration: 1 Initial approval: 4 months, unless otherwise specified
I Reauthorization: 12 months, unless otherwise spedifie
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POLICY NAME:
IMPAVIDO
Affected Medications : IMPAVIDO (miltefosine)
Covered Uses: 1 All FDA approved indications not otherwise excluded by plan design.
Required Medical T Current weight
Information: 1 Documentation of Visceral leishmaniasis OR Cutaneous leishmaniasis OR Mucos
leishmaniasis
Appropriate 1 FDAapproved dosing 030 to 44 kg: one 50 mg capsule twice daily for 28 conseculti
Treatment days OR 45 kg or greatene 50 mg capsule three times daily for 28 consecutive da
Re_g'”_‘e_” & Other f Documentation of plan to monitor LFTs and Platelets during therapy
Criteria: 1 Age 12 years or older
1 Weight equal to or greater than 30kg (661bs)
Exclusion Criteria: 1 Pregnancy (category D)
1 SjogrenLarssorSyndrome
Age Restriction: 1 Age less than 12 years of age
I Weight less than 30 kg (66 Ibs)
Pr escriber 1 Infectious Disease Specialist
Restriction  s:
Coverage Duration: 7 Initial coveragel month unless otherwise specified
1 Subsequent coveragé:month unless otherwise specified
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POLICY NAME:

INCRELEX

Affected Medications : INCRELEX (mecasermin)
Covered Uses: 1 All FDA approved indications not otherwise excluded by benefit design.
Required Medical 1 Diagnosis of severe primary insulike growth factorl (IGFL) deficiency (Primary IGFD
Information: or with growth hormone (GH) gene deletion with neutralizing antibodies to GH.

1 Prior to starting therapy, a heiglat least 3 standard deviatiorielow the mean for
chronological age and sex, and an-IGEvelat least 3 standard deviatiorzlow the
mean for chronological age and sex.

1 One stimulation test showing patient has a normal or elevated GH level.

9 For continuation of therapy, patient grew more than 2 cndyever baseline

Appropriate T Initial: 40-80 mcg/kg SQ twice daily.

Treatment ! Maintenance: Up to 0.12 mg/kg SQ twice daily.

Regimen & Other

Criteria:

Exclusion Criteria: 1 Epiphyseal closure, active suspected neoplasi@alignancy, or concurrent useith GH
therapy.

1 Patient has secondary causes of IGF1 deficiency (e.g., hypothyroidism, malignancy
chronic systemic disease, skeletal disorders, malnutrition, celiac disease).

Age Restriction: 1 For patients 2 to 18 years of age.

Pr escriber 1 Endocrinologist

Restriction  s:

Coverage Duration: 1 Approval: 12 months , unless otherwise specified
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POLICY NAME:
INFLIXIMAB

Affected MedicationsREMICADE (infliximab), INFLECTRA (inflixdyd®), RENFLEXIS (inflixiradiola)

Covered Uses: 1 All FDAapprovedindications not otherwise excluded by plan design.
9 Juvenile idiopathic arthritis (JIA)
Required 1 Documentation of moderate to severe disease despite current treatment (Indication mus
Medical documented in chart notes within the last 6 mdist)
Information: 1 Documentation of complete and current treatment course
T Documented current level of disease activity/disease control
T tFdASyidiQa OdiNNByd ¢SAIKI
1 Coverage for the nopreferred drug (Remicade) is provided when any of the following

criteria is met:

0 Use inPediatric ulcerative colitis for patients age 6 years and under.

o0 Member has tried and experienced a documented intolerable adverse event to the
preferred products (Renflexis and Inflectra), and the adverse event was not an exy
adverse event attributd to the active ingredient

o Documented failure with a minimum 12 weeks on Renflexis AND minimum 12 wee
Inflectra

Rheumatoid arthritis
1 Documented current level of disease activity with one of the followargequivalent
objective scale)
A The DiseasActivity Score derivative for 28 joints (D28) greater than 3.2
A The Simplified Disease Activity Index (SDAI) greater than 11
A The Clinical Disease Activity Index (CDAI) greater than 10
A Weighted RAPID3 of at least 2.3
Juvenile idiopathic arthritis (JIA
1 Documented current level of disease activity with physician global assessment (MD glok
score) or active joint count
Plague psoriasis
1  Minimum body surface area (BSA) involvement greater than 10%
| NPKY Q& RAA&SE &S
1 520dzySy Gl GAzy 2F [INBXKGDRIjgrestdr h&hl220S | Ol A O A
Ulcerative Colitis
9 Diagnosis supported by endoscopy/colonoscopy/sigmoidoscopy or biopsy and a Mayo (
Score for Assessment of Ulcerative Colitis Activity
Ankylosing Spondylitis
1 Documentation of active disease defined byfBankylosing spondylitis disease activity indg
(BASDAI) greater or equal to 4 AND
T {OFNRPAEAAGAA 2y AYIFIAY3I !'b5 x M {LRYRef
A Inflammatory back pain (4 of 5 features met: onset of back discomfort before the a
40 years, insidiougnset, improvement with exercise, no improvement with rest, pai
at night with improvement upon arising)
A Arthritis
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Psoriatic Arthritis (PsA)

Enthesitis

Uveitis

Dactylitis (inflammation of entire digit)

Psoriasis

I NPKyQa RA&SI aSkdzZ OSNI GAGPS O2ft AlAa
Good response to NSAIDs

Family history of SpA

Hevated CRP

ORHLA HT 3ISySGAO GSad !'b5 x H { LN FSI GdzNF

oI D I I I D D

1
1

Documentation that radiographic imaging supports diagnosis of PsA.

Documentation of CASPAR criteria score greater than 3 based on chart notepsdBiisis:
presentg two points, previously present by histogyone point, OR a family history of
psoriasis, if the patient is not affectegdone point, Nail lesions (onycholysis, pitting): one
point, Dactylitis (present or past, documented by a rheung@t): one point, Negative
rheumatoid factor (RF): one point, Juxtaarticular bone formation on radiographs (distinct
from osteophytes): one point

Appropriate
Treatment
Regimen &
Other Criteria:

Rheumatoid arthritis

1

1
1

Psoriatic arthritis

Documented clinical failure with #ast 12 weeks of combination diseas®difying
antirheumatic drug (DMARD) therapy [Methotrexate plus sulfasalazine, methotrexate plt
Hydroxychloroquine, sulfasalazine plus hydroxychloroquine, leflunomide plus sulfasalaz
leflunomide plus hydroxycbfoquine]

Documented clinical failure of a minimum 12 weeks on Humira AND failure of a minimur]
weeks on Enbrel

QL¢ Initial (one time onlyk, 3mg/kg at 0,2, and 6 weeks

QL¢ Continuationc 3mg/kg per 8 weeks

1
1

1

1
1

Reauthorization requiresimprovement of at least 50% in the BASDAI score or an absolute

Documented clinicdhilure with atleast two oral diseasenodifying antirheumatic drugs for
minimum of 12 weeks: sulfasalazine, leflunomide, methotrexate

For Psoriatic arthritis (PsA) with Axial Involvemelitcumented clinical failure wittwo daily
prescription strength nonsteroidal antflammatory drugs (ibuprofen, naproxen, diclofena
meloxicam, etc.) with minimum 1 month trial eagh;

Documented clinical failure of a minimum 12 weeks on Humira AND failure of a minimur
weeks on Enbrel

QL ¢ Initial (one time onlyx 5mg/kg at 0,2, and 6 weeks

QL¢ Continuationg 5mg/kg per 8 weeks

change of 2 units.

Plague psoriasis
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1
1

1
1

| NPKY Q3 RA&SHaS

1

Icerative Colitis

Documented clinical failure @t least two systemic therapies with minimum of 12 week trig
methotrexate, cyclosporine, isotretinoin or phototherapy (UVB, PUVA)

Documented clinical failure ofrainimum 12 weeks on Humira AND failure ohamimum 12
weeks on Enbrel

QL¢ Initial (one timeonly) ¢ 5mg/kg at 0,2, and 6 weeks

QL¢ Continuationc 5mg/kg per 8 weeks

Documented clinical failure witht least two oral treatments for minimum of 12 weeks trial
corticosteroids, azathioprine, cyclosporineprercaptopurine, methotrex®, sulfasalazine,
balsalazide, tacrolimus, mesalamine

Documented clinical failure ofrainimum 12 weeks on Humira

QL¢ Initial (one time only}, 5mg/kg at 0,2, and 6 weeks

QL¢ Continuationc 5mg/kg per 8 weeks

1
1
1
U
1

1
1
1

Reauthorization:documentation of treatment success

Documented clinicdhilure withat least two oral treatments for minimum of 12 week trial:
corticosteroids, sulfasalazine, azathioprine, mesalamine, balsalazide, cyclosporine,
azathioprine, émercaptopurine

Documented clinical failure ofrminimum 12 weeks on Humira

QL¢ Initial (one time onlyy 5mg/kg at 0,2, and 6 weeks

QL¢ Continuationc 5mg/kg per 8 weeks

Ankylosing spondylitis

1 Documented clinical failure wittwo daily prescription strength nonsteroidal anti
inflammatory drugs (ibuprofen, naproxen, diclofenac, meloxicam, etc.) with minimum 1
month trial each
1 For isolated sacroiliitis, enthesitis, peripheral arthritis: documented treatment failure with
locally administered parenteral glucocorticoid
1 Documented clirgal failure withminimum 12 weeks on Humira ANEDbrel
1 QLg Initial (one time only}, 5mg/kg at 0,2, and 6 weeks
1 QL¢ Continuationc 5mg/kg per 6 weeks
Reauthorization:iImprovement of at least 50% in the BASDAI score or an absolute change o
units.
Exclusion 1 Concurrent us of biologic DMARDSs: Orencia (abatacept), Rituxan (rituximab), Actemra
Criteria: (tocilizumab), Enbrel (etanercept), Humira (adalimumab), Simponi (golimumab), Cimzia
(certolizumab), Kineret (anakinra), Xeljanz (tofacitinib)
1 Concurent use of Otezla (Apremilast)
9 Positive tuberculosis; active hepatitis B, hepatitis C or herpes zoster infection
7 Dose greater than 5mg/kg in patients with moderasvere heart failure (NYHA Class llI/1V
Age
Restriction:
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Prescriber 1 CD/UC: prescribed by or in consultation with a gastroenterologist specialist
Restrictions: 1 PP: prescribed by or in consultation with a dermatologist

T RA/JIA/PsSA/AS: prescribed by or in consultation with a rheumatologist
Coverage 1 Initial approval: 4 months, uess otherwise specified
Duration: 1

Reauthorization: 12 months, unless otherwise specified
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POLICY NAME:
INLYTA
Affected Medications : INLYTAaxitinib)
Covered Uses: 1 NCCN indications with evidence level of 2A or higher
Required Medical 1 Documentation of performance status, disease staging, all prior therapies used
Information: prescribed treatment regimen
9 Documentation of use with NCCN 2A or higher level of evidence regimen
9 Documentation of baseline liver function tests
Appropriate Treatment 1 Inlyta should be discontinued with severe hypertension that cannot be controlle
Regimen & Other with antihypertensive therapy
Criteria: 1 Avoid administration with strong CYP3A4/5 inhibitors, if unable to avoid combir]
use, Inlyta dosage should be reddday half
1 Avoid administration with strong CYP3A4/5 inducers
9 For patients with moderate hepatic impairment, decrease the starting dose by
approximately half
1 Reauthorizationrequires documentation aflisease responsiveness to therapy
Exclusion Criteria: 1 Karnofsky Performance Status less than or equal to 50% or ECOG performan
score greater than or equal to 3
Age Restriction:
Prescriber Restrictions: I Oncologist
Coverage Duration: 9 Initial approval: 3 monthsunless otherwise specified
9 Reauthorization12 months, unless otherwise specified
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POLICY NAME:

INTRAVITREAL ANMEGF THERAPY
. Lucentis (ranibizumab)Eylea (aflibercep)

Affected Medications

Covered Uses: 1 All FDAapproved indcations not otherwise excluded by plan design
Required Medical 1 Initial approval requires documented failure to intravitreal Avastin (bevacizumab) g
Information: a minimum 3month trial, defined as worsening vision, such as losing greater than |
letters of visual acuity
1 Anticipated treatment cowe with dose and frequency clearly stated in chart notes.
Appropriate Eylea Dosing
Treatment 1 Neovascular (Wet) AgRelated Macular Degeneration (AMD2mg (0.05 ml) every 4
Regimen & Other weeks for the first 5 injections followed by 2 mg (0.05ml) every 8 weeks
Criteria: 1 Continued every 4 week dosing requires documented clinical failure to minimum 3
months of every 8 week maintenance dosing
1 Macular Edema Following Retinal Ve@cclusion 2 mg (0.05 mL) every 4 weeks
1 Diabetic Macular Edema and Diabetic Retinopathy (DR) inpatients with Diabetic

Lucentis Dosing

1

)l

Reauthoriation requires documentation of vision stability defined as losing fewer than

Macular Edema 2mg (0.05 ml) every 4 weeks for the first 5 injections followed by 2
mg (0.05ml) every 8 weeks

Neovasclar (Wet) AgeRelated Macular Degeneration (AMD) and Macular Edema
Following Retinal Vein Occlusiapmaximum 0.5mg every 4 weeks

Diabetic Macular Edema and Diabetic Retinopathy (DR) inpatients with Diabetic
Macular Edema; 0.3 mg every 28 days

letters of visual acuity and/or improvements in visual acuity with evidence of decrease
leakage and/or fibrosis (central retinal thickness)

Exclusion Criteria: 9 Evidence o current ocular or periocular infections
9 Active intraocular inflammation (aflibercept)
Age Restriction:
Prescriber 1 Ophthalmologist
Restrictions:
Coverage 1 Initial approval: 6 months, unless otherwise specified
Duration: 1 Reauthorization: 12 monthsinless otlerwise specified
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POLICY NAME:
INTRONA

Affected Medications

: INTRON A (Interferon Alfa -2B)

Covered Uses: 1 All FDA approved indications not otherwise excluded by benefit design.
T NCCN indications with evidence level of 2A or higher
Required Medical 1 For Hepatitis B and C: Documentation of intolerance to or clinical rationale fo
Information: avoidance of PEGylated interferon.
1 Recent liver function tests, comprehensive metabolic panel, complete blood ¢
with differential, TSH (withi past 3 months)
1 Documentation of performance status, disease staging, all prior therapies use
and anticipated treatment course
1 Reauthorization documentation of disease responsiveness to therapy
Appropriate Treatment 1 Patients with preexisting cardiac abnormalities and/or advanced cancer: rece
Regimen & Other electrocardiogram
Criteria: 1 Chest X ray for patients with pulmonary disorders
1 Recent ophthalmologic exam at baseline for all patients
1 Uncontrolled severe mental health illness shoulddoelressed before use and
monitored during treatment
Exclusion Criteria: 1 Autoimmune hepatitis
1 Decompensated liver disease
1 Karnofsky Performance Status less than or equal to 50% or ECOG performat
score greater than or equal to 3
Age Restriction: 1 Hepatitis B greater than or equal to 1 year of age
1 Hepatitis C greater than or equal to 3 years of age
1 All other indications greater than or equal to 18 years of age
Prescriber
Restrictions:
Coverage Duration: 1 Initial approval: 4nonths, unless otherwise specified
1 Reauthorization: 12 months, unless otherwise specified
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POLICY NAME:
INVEGA SUSTENNA

Affected Medications:

INVEGA SUSTEN(RAliperidonePalmitate ExtendedRelease Injectable Suspension)

Covered Uses: 1 AlIFDAapproved indications nattherwise excluded by plan design.
Required Medical 1 Diagnosis of acute and maintance treatment of schizophreniaND
Information: 1 The patient has a history of narompliance and/or refuses to utilize oral
medicationAND
1 The patient has received at leg@NEof the following:
o three test doses of oral Risperdal (risperidone)
o three test doses of oral Invega
0 previous use of Invega Sustenna.
1 If the patient is increasing the dose of Invega Sustenna, the patient must have

history oftwo prior injections of Invega Sustenna.

Appropriate Treatment
Regimen & Other
Criteria:

significant response to therapy

Reauthorizationwill require documentation of treatment success and a clinically

Exclusion Criteria:

9 Diagnosis of dementieelated psychosis.
9 Prior use of risperidone demonstrated a hypersensitivity reaction.

Age Restriction:

Prescriber
Restrictions:

9 Psychiatrist or receiving input from a psychiatry practice

Coverage Duration:

1 Approval:12 monthsunless otherwise specified.
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POLICY NAME:
INVEGA TRINZA

Affected Medications:

INVEGA TRINZPRaliperidonePalmitate ExtendedRelease Injectable Suspension)

Covered Uses: 91 All FDAapproved indications not otherwise excluded by plan design.
Required Medical 9 Diagnosis of acute and maintenance treatment of schizophreig
Information: 1 The patient has a history of narompliance and/or refuses to utilize oral
medication, or cannot be stabilized on oral medicatidiéD
9 Patient has been stable on Iny& Sustenna for at least 4 months
1 Documented anticipated dose and dosing schedule based on maintenance In
Sustenna maintenance dose.
9 Documented recent renal function with CrCl greater than 50mL/min
Appropriate 1 If concomitant use with QT prolonging drugs, obtain QT interval prior to initiatiy
Treatment therapy
Regimen & Other 1 If >500msec, documented evaluation of risk for TdP
Criteria: 1 Dosed every 3 months

Reauthorizationwill require documentation of treatment success and a clinically

significantresponse to therapy

Exclusion Criteria: 9 Diagnosis of dementieelated psychosis.
1 Prior hypersensitivity reaction to risperidone
Age Restriction:
Prescriber § Psychiatrist or in consultation with a psychiatrist/psychiatric practice
Restrictions:
Coverage Duration: 1 Approval:12 months, unless otherwise specified.
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POLICY NAME:

IMMUNE GLOBULIN
Affected Medications

: BIVIGAMCARIMUNEFE FLEBOGAMMSAMMAGARDIQUID/SD, GAMMAPLEX,

GAMUNE>C, GAMASTAN, OCTAGAM, PRIVIGREW, Y GA/ENOGLOBULIN, VIVAGLOBIN

Covered Uses:

= =

All FDAapproved indications not otherwise excluded by plan design

Pemphigus Vulgaris, Pemphigus Foliaceus, Bullous Pemphigoid, Mucous, Membrane
Pemphigoid (a.k.a., Cicatricial Pemphigoid), Epidermolysis BAlbogasita

Idiopathic Thrombocytopenic Purpura (ITP) in Pregnancy

Neurological disorders: Myasthenia Gravis, GuiBanre Syndrome and Chronic
Inflammatory Demyelinating Neuropathy (CIDP), OR select neurological conditions, s
Polymyaositis, Multiplévlyeloma, Multifocal Motor Neuropathy (MMN)

Chronic Lymphocytic Leukemia with associated hypogammaglobulinemia

Bone Marrow/Stem Cell Transplantation

Kawasaki Disease (Mucocutaneous Lymph Node Syndrome)

Transplantation rejection, kidney or stem cell, antipadediated

Stiffman syndrome

Desensitization for a prkidney transplantation

Required
Medical
Information:

Al -—a-—a-a-a-

= =

Desensitization for a pr&idney transplantation

Covered indications withdispecifics require documentedilure of or contraindications tg
conventional therapies

Serum immunoglobulin concentians and patient weight

Used first line for the following conditions: Immunodeficiency Syndrome, Primary
thrombocytopenia, Postransfusion purpura, GuilliaBarré syndrome, Eatehambert
Syndrome, Polyneuropathy, chronic inflammatory demyelinatifeyvasaki disease,
Wiskott-Aldrich Syndrome, Anemia due to pure red cell aplasia

1

Neurological Conditions

panel reactive antibody (PRA) of 80% or below

)l

1

Pemphiqus Vulgaris, Pemphigus Foliaceus, Bullous Pemphigoid, Mucous Membrane

Failure of or contraindications to conventioriberapies (absolute requirement for
Dermatomyositis and MS); OR rapidly progressive form of the disease
Documentation of diagnosis based on reubjective standard of care (ex.
electromyography (EMG), spinal fluid tests, serum tests and biopsy finding)

Pemphigoid (a.k.a., Cicatricial Pemphigoid), Epidermolysis Bullosa Acquisita, Pemphigoic

gestationis, Pyoderma gangrenosum

1
1

Failure of or contraindications to conventional therapies
Rapidly progressive disease requiring IVIG therapy concomitantly with conventional
therapy until conventional therapy reaches efficacy (sHerim)
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Idiopathic Thrombocytopenic Purpura (ITP) in Pregnancy

)l

1
1
1

Chronic Inflammatory Demyelinating Polyneopathy (CIDP), CIDP variants, and Multifocal

Failure of or contraindications to conventional €Ridly progressive form of the disease
and one of the following

Previously delivered infants with autoimmune thrombocytopenia OR

Platelet counts less than 75,000/mm3 during the current pregnancy OR
Splenectomy

motor neuropathy(MMN)

1
1

)l

Common Variable Immunodeficiency (CVID)

Diagnosis must be made by Neurologist or Rheumatologist with CIPD expertise
Uncertain diagnosis should be confirmed by prednisone trial (if appropriate), IVIG trial
(MMN only), and documertd exclusions of alterative diagnosis

When used for pain management: documentation of clinically significant pain improve
with prednisone trial

1 Documentation of all of the following must be met:

o0 Serum immunoglobulin G (IgG) below 200mg/dL

0 Low immunoglobulin A (IgA) and/or immunoglobulin M (IgM)

o Poor or absent response to immunizations (both prota@ind polysaccharidbased
vaccines)

0 An absence of any other defined immunodeficiency state (exasripldude
secondary hypogammaglobulinemia, specific antibody deficiency,
Hyperimmunoglobulin M syndromes, 1gG subclass deficiencies)

Acute ITP
1 Approved for patients with one of the following: Management of acute bleeding due to

Chronic Refractory ITP

severe thrombocytopenia (ptelet count less than or equal t030,000 HMOR To increase
platelet counts prior to invasive major surgical procedures (splenectomy) OR In patier
with severe thrombocytopenia (platelet counts less than or equal to 20,008) mm
considered to be at rislof intracerebral hemorrhage.

1

Symptomatic Human Immunodeficiency Virus (HIV)

For first line use in pediatric ITP OR in combination with steroids if rapid platelet respq
is justified or to avoid splenectomy OR when steroids are contraindicated, otherwise
approve for second lineeatment following treatment with corticosteroids for

splenectomy or when platelet counts are persistently less than or equal to 20,060 mm

1

1
1
1

Entry CD4+ lymphocyte counts greater than or equal to 206fmm
Clincally symptomatic or asymptomatic, but immunologically abnormal
Current bacterial infections, despite appropriate antimicrobial prophylaxis
400 mg/kg every 28 days
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Chronic Lymphocytic Leukemia with associated hypogammaglobulinemia

1
1

Bone Marrow/Stem Cell Transplantation

Baseline IgG level legsan 400 mg/dL AND
Evidence of specific antibody deficiency and the presence of repeated bacterial infect

1
1
1

Reauthorizationrequires documentation of initial clinical improvement

Covered indication for transplant
Cytomegalovirus (CMV) positive OR
CMV negative with CMV positive donor

Appropriate Neurological Conditions and Chronic Inflammatory Demyelinating Polyneuropathy (CIPD
Treatment 1 Long term use requires regular quantitativenitoring with treatment success (ex. MRC
Regimen & scale and activities of daily living (ADL) measurements)
Other Criteria: 1 Longterm treatment success requires documentation of regular dose reduction /
discontinuation attempts
1 Treatment failure requires discontinuation
Exclusio n 1 IgA deficiency with antibodies to IgA
Criteria:
Age Restriction: 1 HIV: 13 years and younger
1 Bone marrow/stem cell transplant: 20 years and older
Prescriber 1 Must be prescribed by or in consultation with a specialist for the treating condition (i.e
Restrictions: neurologist, oncologist/hematologist, immunologist)
Coverage 1 Initial approval: 3 months, unless otherwise specified
Duration: 1 Reauthorization: 12 months, unlestherwise specified
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POLICY NAME:

ISOTRETINOIN ORAL

Affected Medications

: AMNESTEEM ORAL, MYORISAN ORAL, ZENATANE ORAL

Covered Uses:

1 All FDAapproved indications not otherwise excluded by plan design.

Required Medical
Information:

1 Must havedocumentation of diagnosis covered by Oregon Health Authority (s

as acne conglobata (severe cystic acne))

1 Prescriber is enrolled in iPLEDGE risk evaluation and mitigation strategy (RE

management program

Appropriate Treatment
Regimen & Other
Criteria:

Reauthorizationwill require documentation of treatment success and a clinically

significant response to therapy

Exclusion Criteria:

Age Restriction:

1 12 years of age and older

Prescriber Restrictions:

1 Prescribed by or in consultation withDermatologist

Coverage Duration:

1 Initial approval: 5 months, unless otherwise specified
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POLICY NAME:
ITRACONAZOLE
Affected Medications : ITRACONAZOLE
Covered Uses: 1 All FDAapproved indications not otherwise excluded by plan design.

Regimen & Other
Criteria:

Required Medical 1 Diagnosis of onychomycosis or any other susceptible unresolved fungal infattdn
Information: 1 The member has a secondary risk factor that is considered a covered condition pe
Oregon Health Authority (e.g. diabetes mellitus, peripheral vascular disease,
immunocompromisedpAND
1 If the indication is onychomycosis, the diagnosis must be confirmedanfitihgal
diagnostic test (KOH preparation, fungal culture, or nail biopsy)
Appropriate 1 Fortinea pedis, tinea corporis, tinea cruris, and tinea capitis, the member has had
Treatment adequate trial on a topical antifungagent and either oral griseofulvin or ketoconazo

Exclusion Criteria:

Concomitant use of CYP3A4 substrates, ergot alkaloids, felodipine, irinotecan,
lovastatin, lurasidone, methadone, oral midazolam, nisoldipine, pimozide, quinidin
ranolazine, simvastm, ticagrelor, and triazolam

Age Restriction:

Prescriber
Restrictions:

Coverage
Duration:

Approval:All but onychomycosis and other tinea infectian® months unless
otherwise specified

Approval:Onychomycosisg fingernails 6 weeks (allows two fills), toenails 10 weeks
(allows three fills) unless otherwise specified

Approval:Other tinea infectiong 1 month, unless otherwise specified
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POLICY NAME:
JAKAFI

Affected Medications . JAKAHRIRuxolitinib)

Covered Uses: 1 All FDAapproved indications not otherwise excludbg benefit design.

Required Medical 1 Documentation of prior therapies used

Information: 1 Recent liver function, renal function, complete blood count, and platelet count
Appropriate 1 Myelofibrosis:

Treatment Platelet count greater than 200 X 1079/ L:

Regimen & Other Initial dose 20 mg twice daily

Criteria:

Platelet count 100 X 109 L to 200 X 1079/ L:
Initial dose 15 mg twice daily

Platelet count greater than 50 X 1079/ L to less than 100 X 1079 L:
Initial dose 5 mg twice daily

1 Polycythemia Veratnitial dose 10 mg twice daily

1 Reduce, interrupt, or discontinue Jakafi doses with Strong CYP3A4 inhibitors o
fluconazole. Avoid use dakafi with fluconazole doses greater than 200 mg.

1 Renal Impairment: Reduce Jakafi starting dose or avoid treatment

1 Hepatic Impairment: Reduce Jakafi starting dose or avoid treatment

Reauthorizationwill require documentation of treatment success andliaically
significant response to therapy

Exclusion Criteria:

Myelofibrosis:

1 Hepatic impairment with platelet counts less than 50 XD

1 Moderate to severe renal disease with platelet counts less than 53¥110

1

Myelofibrosis and Polycythemia Vera:

1 End stage renal disease (creatinine clearance less than 15 mL/min) not requirir
dialysis

Age Restriction:

1 18 years of age or older

Prescriber
Restrictions:

1 Oncologist or in consultation with an oncologist or hematologist

Coverage Duration:

1 12 months unless otherwise specified
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POLICY NAME:
JETREA

Affected Medications

: JETREA (ocriplasmin)

Covered Uses: 91 All FDAapproved indications not otherwise exclutdiby plan design

Required 1 A diagnosis of symptomatic vitreomacular adhesion (VMA) based on Optical coherer]

Medical tomography (OCT)

Information: 9 Bestcorrected visual acuity of 20/25 or less in the eye to be treated

Appropriate 1 Treatment for bilateral VMA mudte done at least 7 days apart

Treatment 1 Dosing: 0.125 mg (0.1 mL of solution) as a single use

Regimen & 1 Repeated administration is not recommended

Other Criteria:

Exclusion 1 Any of the following: Proliferative diabetic retinopathy, Neovascularratgted macular

Criteria: degeneration, Retial vascular occlusion, Aphakia, History of retinal detachment in eitl
eye, Prior vitrectomy in the affected eye, Prior laser photocoagulation of the macula i
affected eye, Prior treatment with ocular surgery, intravitreal injection or retinal laser
photocoagulation in the previous 3 months, Uncontrolled glaucoma

Age Restriction: 1 18 years of age and older

Prescriber 1 Ophthalmologist

Restrictions:

Coverage 1 Approval: 1 month (Onéme only per affected eyelunless otherwse specified

Duration:
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POLICY NAME:
JYNARQUE

Affected Medications

: JYNARQUE (tolvaptan tablets)

Covered Uses: 91 All FDA approved indications not otherwise excluded by benefit design.
Required Medical 1 Documentation of baseline serum creatinine.
Information: 1 Documentation obaseline total kidney volume (TKV) at least 750 mL
1 Documentation of baseline ALT, AST, and bilirubin prior to initiation.
Appropriate 1 Dosing
Treatment o Initial: 45 mg in the morning and 15 mg 8 hours later
Regimen & Other o0 May titrate weekly asolerated to max of 90 mg and 30 mg 8 hours later
Criteria: 9 Monitoring of liver: Documentation of ALT, AST, and bilirubin at 2 weeks and 4 V
after initiation, then monthly for the first 18 months and every 3 months thereafte
1 Documented risk of rapidly progresg (total kidney volume [TKV] at least 750 mL
and age less than 51 years) ADPKD
9 Documented progression while on maximum ACE inhibitor or ARB therapy to lo
blood pressure (target less than 110/75 mmHg)
1 Reauthorization documentation of disease respoksness to therapy defined as a
reduction in the rate of decline in kidney function.
Exclusion Criteria: 1 A history, signs or symptoms of significant liver impairment or injury. This
contraindication does not apply to uncomplicated polycystic ldieease.
1 Concomitant strong CYP 3A inhibitors.
1 Uncorrected abnormal blood sodium concentrations.
1 Uncorrected urinary outflow obstruction or anuria
Age Restriction: f Patients < 18 years of age
Prescriber 1 Nephrologist
Restrictions:
Coverage Duration: 1 Initial approval6 months unless otherwise specified
1 Reauthorization: 12 months, unless otherwise specified
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POLICY NAME:
KALBITOR

Affected Medications

Kalbitor (ecallantide)

Regimen & Other

Covered Uses: 1 All FDA approved indications not otherwise excludetéyefit design.
Required Medical f C5! | LIINBPSR AYRAOIGAZ2Y Ydzad 06S R2O0dz
Information: most recent 6 months.

1 Documentation of complete and current treatment course

1 Number ofHereditary angioedemg@AB attacks pemonth must be greater than or

equal to 2(HAE attacks include laryngeal, gastrointestinal, or cutaneous)

1 Labosatory confirmation of diagnosighe following levels must be documented)

1 C4 antigenic level:

9 Ctinhibitor antigenic level:

T Ctinhibitior functional level:
Appropriate 1 Documentation of failure, intolerance, or clinical rationale for avoidance to the
Treatment following: Androgens: danazol, stanozolol, oxandrolone, oxymetholone, tibolone, ¢

methyltestosterone.

Criteria: 1 Documentation of maximum of 2 doses on hand at any point
1 Reauthorization Documentatiorof at least a 50% decrease in the frequency of HAE

attacks, significant improvement in severity and duration of attacks, and clinical
documentatia of functional improvement.

Exclusion Criteria:

Age Restriction: 1 12 years and older

Prescriber 1 Prescribed by, or in consultation with, an allergist/immunologist or a physician that

Restrictions: specializes in the treatment of HAE or relatésorders

Coverage  Initial coverage, 3 months unless otherwise specified

Duration: 1 Subsequent coverage, 12 months unless otherwise specified

168



©

PacificSource

Community Solutions

POLICY NAME:
KALYDECO

Affected Medications

Kalydeco (ivacaftor)

Covered Uses:

=

All FDA approved indicatiom®t otherwise excluded by benefit design.

Required Medical
Information:

= =4

f

Documentation of cystic fibrosis (CF) diagnosis.

Documentation confirming FDA approved mutation by appropriate genetic or
diagnostic testing (FDA approved CF mutation test).

Please povide the diagnostic testing report and/or Cystic Fibrosis Foundation
Patient Registry Report

ALT and AST prior to Kalydeco initiation, every 3 mo during first year of treatr
and annually thereafter.

T Baseline and routine eye examinations in pediatrics.

Appropriate Treatment Dosing:

Regimen & Other i 6 years or older: 150 mg BID

Criteria: 1 12 monthsto less than 6 years ANDKg toless than 14 kg: 50 mg BID
1 12 monthsto less than 6 years AND greater thihkg: 75 mg BID

Reauthorizationwill require documentation of treatment success and a clinically

significant response to therapy

Exclusion Criteria: 1 Homozygous F508del mutation.

1 Concurrent use of strong CYP3A inducers: rifampin, rifabutin, phenobarbital,

carbamazepine, phenytoin, ar&t. John's wort

Age Restriction: 1 Ivacaftor oral granules are approved in patiehBsmonthsof age and older.

9 Ivacaftor oral tablets are approved in patients 6 years of age and older.
Prescriber 1 Prescribed by or in consultation withpalmonologist or provider who specializes
Restrictions: in CF
Coverage Duration: 1 Initial approval: 3 months, unless otherwise specified

1 Reauthorization: 12 months, unless otherwise specified
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POLICY NAME:
KANUMA

Affected Medications

KANUMA (sebelipase alfa)

Covered Uses: 1 All FDAapproved indications not otherwise excluded by plan design
Required Medical 1 Diagnosis of lysosomal acid lipase (LAL) deficiency or Rapidly Progressive LAL dg¢
Information: within the first 6 months of life via enzyme assay that sweas the level and activity ©
LAL or a genetic sequencing analysis test
1 Documentation of patient weight
T Documentation of prescribed treatment regimen (dose and frequency)
1 Baseline fasting lipid panel prior to initiating therapy (not required for Rapidly
Progressive LAL deficiency)
Appropriate 1 Reauthorizationfor Rapidly Progressive LAL deficiency requires doctatien of
Treatment improvementin weightfor-age Zscore
Regimen & Other 1 Reauthorizationfor lysosomal acid lipase (LAL) deficiency requires documentation
Criteria: improvement in fasting lipid panel
9 If documentation of antdrug antibodies to Kanuma, documentation of continued
response to therapy required
Exclusion Criteria:
Age Restriction: 1 1 month or older
Prescriber
Restrictions:
Coverage 1 Initial Approval: 3 monthaunless otherwise specified
Duration: 1 Reauthorization: 12 monthsinless otherwise specified
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POLICY NAME:
KINERET

Affected Medications

: KINERET (anakinra)

Covered Uses:

All FDAapproved indications not otherwise excluded by plan design.

Juvenile idiopathic arthritis (JIA), Juvenile rheumatoid arthritis (JRA), polyarticular
course (regardless of type of onset)

Systemic onsetld

{GAffQa RAaASIaAaS 6{50

Neonatatonset multisystem inflammatory disease (NOMID)

Chronic infantile neurological cutaneous and articular (CINCA) syndrome

= =4

Required Medical
Information:

Indication must be documented in chart notes within the last 6 months
Documentation of complete and current treatment course

Documented latent TB screening with either a TB skin test or an interferon gamma
release assay (e.g, QBIT, ISPOT.TB) with a negative result. Must be receiving or
have completed treatment for latenTB prior to initiation.
1 Recent CrCl or SCr, height, and weight. Dose every other day with CrCl < 30mL/H
1 Rheumatoid Arthritis: laboratory test confirming diagnosis of RA-@@G®, RF)

=A =4 =4 =8 =8 -8 =9

Appropriate
Treatment
Regimen & Other
Criteria:

RheumatoidArthritis

T 1ra FFAfSR ¥ MH 6SS14& 2y 1 dzYANl} ! b5
1 QL¢g18.76 ml per 28 day supply

JIA/JRA (regardless of onset)

T 1ra FFAfSR ¥ MH 6SS14a& 2y 1 dzYANI ! b5
1 QL 18.76 ml per 28 day supply

Systemic onset JIA

T 1Fa FFEAGSR 2y IMgYAwNSST! b5 X MH ¢
1 QL¢g18.76 ml per 28 day supply

w»

§14a 9

Subsequent approvaldocumentation of treatment success

Exclusion Criteria:

9 Concurrent use with biologic DMARDs: Enbrel, Humira, Remicade, Cimzia, Simpo
Rituxan, Orencia, Rituxan, Aatea, Xeljanz

Sepsis syndrome or graft versus host disease

Use in the management of symptomatic osteoarthritis, lupus arthritis, or type 2
diabetes mellitus.

= =

Age Restriction:

WKSdzYF2AR FNIKNARGAAY xmy &SIFENBR 27F |
t 2f &1 NI A Odzf | NJ Wlyearsdfldgeda @ 8 i SYA O WL ! Y

=a =

Prescriber
Restrictions:

1 Prescribed by or in consultation with a rheumatologist

Coverage
Duration:

Initial approval: 4 months initiation, unless otherwise specified.
Reauthorization: 12 months, unless otherwise specified.

=a =
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POLICY NAME:
KRYSTEXXA
Affected Medications . KRYSTEXX@#eqgloticase)
Covered Uses: 91 All FDA approved indications not otherwise excluded by benefit design.

Required Medical 9 Baseline serum uric acid (SUA) of greater than 8 n#gXid
Information: 1 Three (3) or more flares in the past 18 mon@®R
1 One (1) or more tophi
1 Medical contraindication to xanthine oxidase inhibitor(s) or medical history of failur
normalize uric acid (to less than 6 mg/dL) watHeast 3 months of treatment at the
maximummedically appropriate dose
0 AllopurinolAND
o Uloric (febuxostat)
1 Reauthorizationrequires documentation of uric acid level normalization to less than
mg/dl after starting Krystexxa therapy.
Appropriate f  Use ofprobenecid monotherapy should be considered in patients who have failed
Treatment xanthine oxidase inhibitors
Regimen & Other
Criteria: 1 Referral to a rheumatologist should be considered when
9 There is an unclear etiology of hyperuricemia
1 Refractory signs/symptoms of gout
9 Target serum urate el difficult to reach, especially in renal impairment
1 Urate lowering therapy causing multiple/serious adverse events
Exclusion Criteria: 1 Glucoses-phosphate dehydrogenase (G6PD) Deficiency
Age Restriction:
Prescriber 1 Rheumatologist oin consultation with rheumatologist
Restrictions:
Coverage 1 Initial approval6 months , unless otherwise specified
Duration: I Reauthorization12 months, unless otherwise specified
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POLICY NAME:
KUVAN
Affected Medications . KUVANsapropterin)
Covered Uses: 1 AIIFDA approved indications not otherwise excluded by benefit design.
Required Medical 1 Documentation of anticipated treatment course, including target phenylalanine
Information: (Phe) level set by specialist
1 Documentation of failure to Phe restricted diet monotherapy
1 Current patient weight
1 Baseline (préreatment) blood Phe levels
Baseline Phe concentration must be consistent with the following:
9 Age less than or equal to 12 years: Phe level must be greater than 6mg/dL (36(
microM)
1 Age greater than or equal to 12 years: Phe level must be greater than 10mg/dL
microM)
1 During pregnancy: Phe level must be greater than 6mg/dL (360 microM)
Reauthorizationafter initial approval requires documentation of updated Phe labs
decreased by @% or greater from baseline
1 Treatment with Kuvan should be discontinued in patients whose blood Phe
not decreased by at least 30 percent from baseline
Reauthorizationfor continued longterm approval (12 months) requires updated Phe
labs meeting one ahe following criteria:
1 Phe level less than 30 percent of baseline OR
T tKS tS@St t26SNJ 0KIy olFasStAayS | yR
Appropriate If patient has failed monotherapy with Phe restricted diet arehtment with Kuvan is
Treatment warranted, treatment must be consistent with the following:
Regimen & Other 1 Phe restricted diet must be maintained during Kuvan treatmAnD
Criteria: 9 Initial dose must be 10mg/kg/day x 1 month
A If blood Phe does not decrease from baseline after 1 monteedo
can be increased to 20mg/kg/day x 1 month
Exclusion Criteria: 1 Prior intolerance or allergic reaction to requested medication
91 Doses greater than 20mg/kg/day
Age Restriction:
Prescriber 9 Specialist in metabolic disorders @ndocrinologist
Restrictions:
Coverage Duration: 1 Initial approval2 months unless otherwise specified
1 Reauthorization12 months, unless otherwise specified
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POLICY NAME:
KYMRIAH

Affected Medications

: KYMRIAH (Tisagenlecleucel)

Covered Uses: 1 All FDAapproved indications not otherwise excludeg benefit design.
1 NCCN indications with evidence level of 2A or higher
Required Medical 1 520dzySy il A2y 2F LI GASydQa o02R& gSAIr
Information: 1 520dzySy il A2y -pésiive kiblé Xels/y 1 Q& /! w
1 Documentation that Black Box Warnings (Cytokine release syndrome, neurologica
toxicities) have been fully reviewed and patient understands and accepts risks.
1 Documentation of disease staging, all prior therapies used, and anticipated treatm:
course
Pediatric and Young Adult Relapsed or Refractory (r/rcBll Acute Lymphoblastic
Leukemia (ALL)
T Documentation of patient being less than 25 years old.
1 Documentation of Hepatitis B vaccination or protected titer status.
1 Documentation of relapsed (second atdr relapse) or refractory-Bell precursor acute
lymphoblastic leukemia AND
1 Philadelphia chromosome status
Adult Relapsed or Refractory (r/r) Diffuse Large®Il Lymphoma (DLBCL)
1 Documentation of patient being at least 18 years old.
1 Documentation thatreatment is not for primary central nervous system lymphoma.
1 Documentation of treatment failure with at least two lines of systemic therapy
1 Documentation of relapsed (second or later relapse) or refractory diffuse lacgd B
lymphoma not otherwise speioed OR
1 High grade EBell ymphoma OR
1 DLBCL arising from follicular lymphoma
Appropriate Pediatric and Young Adult Relapsed or Refractory (r/s#y@l Acute Lymphoblastic
Treatment Leukemia (ALL)
Regimen & Other 1 Completion of lymphodepletintherapy before initiation of Kymriah. Fludarabine (30
Criteria: mg/m2 intravenous daily for 4 days) and cyclophosphamide (500 mg/m2 intraveno
daily for 2 days starting with the first dose of fludarabine).
1 Infuse Kyrmiah 2 to 14 days after completion of lymphodipiechemotherapy.
1 Dosing for patients 50 kg or less: administer 0.2 to 5.0°CER positive viable T cells
per KG of body weight.
1 Dosing for patients above 50 kg: administer 0.1 to 2.5%CHKR positive viable T cells
1 Chimeric antigen receptor (CApYsitive viable T cells based on the patient weight
reported at the time of leukapheresis.
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Reauthorizationnot supported by compendia.

Adult Relapsed or Refractory (r/r) Diffuse Large®Il Lymphoma (DLBCL)

)l

= =

Reauthorizationnot supported by compendia.

Completion of lymphodepleting therapy 2 to 11lydebefore initiation of Kymriah.
Fludarabine (25 mg/@lV daily for 3 days) and Cyclophosphamide (250 mg/m2 IV d
for 3 days starting with the first dose of fludarabine)

Alternative pretreatment: Bendamustine 90 mg/m2 1V daily for 2 days
Pretreatment wth lymphodepleting chemotherapy may be omitted if patient's WBC
x 1@/L or less within 1 week prior to tisagenlecleucel

Premedication, give acetaminophen and diphenhydrAMINE or otharttihistamine
30 to 60 minutes before infusion. Avoid use of inglactic systemic corticosteroids, a
it may interfere with the activity of tisagenlecleucel

A single dose of KYMRIAH contains 0.6 to 6.0 € ABpositive viable T cells suspends
in one or more patienspecific infusion bag(s) for i.v. infusion.

Exclusion Criteria:

1
1

Concomitant use of granulocyte colesiimulating factors.

Unresolved serious adverse reactions from chemotherapy, active uncontrolled
infection, active GVHD, or increasing leukemia burdéioiing lymphodepleting
chemotherapy.

Age Restriction: ALL
I Safety and effectiveness in patients 25 years and older have not been established
DLBCL
I Safety and effectiveness in patients under 18 years have not been established.
Prescriber 1 Prescribed by an oncologist
Restrictions:
Coverage T Initial approval: 2 months, unless otherwise specified
Duration: 1 Reauthorization: None
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POLICY NAME:
KYNAMRO

Affected Medications

: KYNAMR@Vipomersen Sodiuin

Covered Uses:

E ]

All FDAapproved indications not otherwise excludbg benefit design.

Required
Medical
Information:

Diagnosis of homozygous familial hypercholesterolemia confirmed by one of the follo
(1) history of genetic testing confirming 2 mutated alleles at tibLr gene locus, or (2)
documented history of untreated LBL greater than 500 mg/dL and at least one of the
criteria (a) tendinous and/or cutaneous xanthoma prior to age 10 years or (b)
documentation of elevated LBL greater than 190 mg/dL prior toilislowering therapy
consistent with heterozygous familial hypocholesteremia in both parents AND

Recent Lipid Panel (within prior 3 months): For initial approvakQ Dilust be greater thar
300 mg/dl on optimal lipid lowering therapy AND

Documentation of baeline LDIC (untreated) AND

Documentation of failure to daily combination use of the following maximally tolerateq
doses of lipid lowering medications: statins, ezetimibe, nicotinic acid, bile acid
sequestrants, fibrates for minimum 6 monthmay reviewpharmacy profile if available
AND

Documentation of failure to a PCSK9 inhibitor for minimum 3 monthay review
pharmacy profile if available AND

Documentation of failure or justification for avoidance of LDL apheresis AND

Recent Liver Function Test${ls) AND Chidugh Classificatio@Rbilirubin, albumin, INR
ascites status, and encephalopathy status to calculate €high score within 3 months
AND

Documentation of planned use as adjunct with maximally tolerated oral lipid lower
therapy.

Reauthorrationrequires updated lipid panel and LFTs with documentation that the
benefit of therapy is greater than the risk of hepatotoxicity if rise in LFTs

Appropriate
Treatment
Regimen &
Other Criteria:

Documented plan to monitor liver function tests everyndnths

Exclusion
Criteria:

Moderate or severe hepatic impairment (Chitdigh class B or C)

Active liver disease or unexplained persistent elevations of serum transaminases
Severe renal impairment

Use of Kynamro as adjunct to LDL apheresis or PCSKifinhib

Age Restriction:

=A =4 =4 =8 -9

18 years of age and older
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Prescriber 1 Endocrinologist, cardiologist, or lipid specialist
Restrictions:

Coverage 1 Initial approval: 6 monthsunless otherwise specified
Duration: 1 Reauthorization: 12 months, unless otherwise specified
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POLICY NAME:
LEMTRADA
Affected Medications : LEMTRADA (alemtuzumab)
Covered Uses: 1 All FDA approved indications.
Required Medical 9 Diagnosis of relapsing form of multiple sclerosis confirmed with MRI (Revised McD
Information: diagnosticcriteria for multiple sclerosis) AND
1 Inadequate response to 2 or more medications indicated for MS (pefrappved
indication) such as interferon betka, pegylated interferon betaa, glatiramer 20mg,
glatiramer 40mg, glatopa 20mgatalizumab, dimethyfumarate, or teriflunomide AND
1 Patient has completed any necessary immunizations (at least 6 weeks prior to
treatment) AND
T Corticosteroid prophylaxis will be provided immediately prior to infusisN®
1 Herpes prophylaxis will be provided starting on flist day of each treatment course
and continue for at least two months or until CD4+ lymphocyte count is 200 cells pé
microliter or greater (whichever occurs later)
Appropriate 1 Initial dosage of 12mg IV daily on&nsecutive days.
Treatment 1 For final dosage a year later, 12mg IV daily on 3 consecutive days.
Regimen & Other
Criteria:
Exclusion Criteria: T Patients infected with Human Immunodeficiency Virus (HIV)
Age Restriction: { Greater than or equal to 17 years of age
Prescriber 91 Multiple sclerosis specialists and health care facilities enrolled and certified with the
Restrictions: Lemtrada REMS program
Coverage 1 Initial: 5 doses for 5 daysinless otherwise specified
Duration: ' For final dosage a year later (3 doses for 3 days), pralddementation of success
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POLICY NAME:
LETAIRIS

Affected Medications

: LETAIRI@Gmbrisentan)

Covered Uses: 1 All FDA approved indications not otherwise ereld by benefit design
Required Medical Pulmonary arterial hypertension (PAH) WB@up 1
Information: 1 Documentation of PAH confirmed by rigitart catheterization
9 Etiology of PAKidiopathic, heritable, or associated with connective tissue disea
T NYHA/WHO Functioh€&lass II, IlII, or IV symptoms
9 Liver Function Tests within normal limits prtorinitiation
1 Documentation of Acute Vasoreactivity Test{pgsitive result requires trial/failure
to calcium channel blocker)
Appropriate 1 Supportive care should be considered asiirs¢ (anticoagulants, diureticexygen,
Treatment digoxin).
Regimen & Other 1 Documentation of trial with at least 1 PDES5 inhibitor (unless contraindica&d)
Criteria: patient at high risk necessitating endothelin receptor antagonist.
T Consider ktairisas secondine therapy in patients with WHBC IV symptoms
1 Not reconmended for patients with PAH secondary to heart failure with severe
systolic dysfunction
1 Not recommended for patients with moderate to severe liver impairment
1 Subsequent approvals require documentation of treatment success such as
improved walkinglistance or improvements in functional class
Exclusion Criteria: 1 Pregnancy
9 Idiopathic Pulmonary Fibrosis (IPF), including IPF patients with PAH (WHO Gr
Age Restriction:
Prescriber 1 Cardiologist or Pulmonologist
Restrictions:
Coverage Duration: 1 12 months unless otherwise specified
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POLICY NAME:
LEUKINE

Affected Medications

: LEUKINEsargramostim)

Other Criteria:

Covered Uses: 1 All FDAapproved indications not otherwise excluded by plan design.
Required
Medical 1 Complete blood countwith differential and platelet counts will be monitored at baselin
Information: and regularly throughout therapy
1 Documentation of therapyntention (curative, palliative)
1 Documentation of risk factors both medication thesaregimen and patient specific
1 Documentation of planned treatment course
Hematopoietic Syndrome ofcAite Radiation Syndrome {ARS]
1 Documentation of acute exposure to myelosuppressive doses of radiation and
comprehensive review by medical team
1 Documentation of planned treatmermourseand patient weight
Appropriate 91 For prophylaxis of febrile neutropenia (FN) or other diisdting neutropenic events for
Treatment patients receiving myelosuppressive acéincer drugs:
Regimen & 1 Meets one of the following:

A a)Curative TherapyHigh risk (greater than 20% risk) based on chemotherapy

regimen OR intermediate risk (D% risk) based on chemotherapy regimen with
documentation ofsignificant risk factorfor development of febrile neutropenia OR
has experienced a de-limiting neutropenic event on a previous cycle of current
chemotherapy to be continued and doeseduction of current chemotherapy to be
continued is not an option due to impact on patient survival

b) Palliative TherapyThis will not be approved upfnd for prophylaxis of febrile
neutropenia. Chemotherapy regimens with a 20% or greater risk of neutropenic
events should not be used. If however a dose limiting neutropenic event occurs
previous cycle of chemotherapy, and the effectiveness of chentaphewill be
reduced with dose reduction, will be approved for secondary prophylaxis on a ¢
by case basis.

Significant risk factorfor development of febrile neutropenia include: prior

chemotherapy or radiation therapy, persistent neutropenia, bone nmar
involvement by tumor, recent surgery and/or open wounds, liver dysfunction
(bilirubin greater than 2), renal dysfunction (creatinine clearance less than 50),
greater than 65 years while receiving full chemotherapy dose intensity

Exclusion
Criteri a:

1 Leukemic myeloid blasts in peripheral blood of 10% or greater

Age Restriction:
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Prescriber
Restrictions:

1 Prescribed by an oncologist, hematologist, or bone marrow transplant specialist

Coverage
Duration:

1 3 months, unless otherwise specified
1 H-ARS1 month, unless otherwise specified
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POLICY NAME:

LEUPROLIDE

Affected Medications . Lupron Depot 3.75 and 11.25mg ANpron Depoted 11.25mgLupron Depot 7.5, 22.5,
30, and 45mg AND pton DepotPed 15mg AND Eligardeuprolide Aceta or injectionsolution

Covered Uses: 91 All FDAapproved indications not otherwise excludby benefit design
1 NCCN indications level 2A or higher
9 Gender dysphoria
Required Medical Endometriosis
Information: 9 Documentation of treatment failure or contraindication ¢ontinuous oral
contraceptive regimen (no placebo pills)
Preoperative uterine leiomyomata
1 Documentation of leiomyomaelated surgery in 6 or less months
9 Documentation of planned use in combination with iron supplements
Gender dysphoria
1 Documentation of baaline estradiol and testosterone levels to confirm onset of
puberty
Documentation of current Tanner stage 2 or greater
Documentation from a licensed mental health professional (LMHP) confirming
RAF3Ay2aia YR | RRNBAaAY XhaiastSisties G A Sy
I.  The initial and evolving gender and any associated mental health concern
and other psychiatric diagnoses;
. ¢KS Rdz2N} A2y 2F (GKS NBFSNNAy3 fAC
with the client, including the type of evaluati@md psychotherapy to date;
M. ¢KS Ot AYAOIf NIYGA2YIFfS F2NJ adzLdi2 N
and statement that the client meets eligibility criteria; and
IV. Permission to contact the licensed mental health professional for coordina

1
)l

of cae
Appropriate 1 Women of childbirth age should have pregnancy ruled out and a plan to use-a nor
Treatment hormonal based contraceptive during therapy
Regimen & Other Endometriosis
Criteria: 1 Lupron Depot 3.75 and 11.25mg

Preoperative uterine leiomyomata

1 Lupron Depot 3.75 and 11.25mg

1 Experience has been limited to women 18 years and older and treated for 6 mont
less

1 Must be given in conjunction with iron supplementation

Central precocious puberty

1 Leuprolide Acetate, Lupron DepBed 11.25 and 15mg

Gerder dysphoria

1 Comprehensive mental health evaluation should be provided in accordance with
current version of the World Professional Association for Transgender Health (WH
Standards of Care

9 Therapy should be started at onset of puberty, but ndieathan Tanner stages2
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T

Fulfill eligibility and readiness criteria from Journal of Clinical Endocrinology and
Metabolism (JCEM) guidelines

Exclusion Criteria:

Undiagnosed and/or abnormal vaginal bleeding

Management of uterine leiomyomata withouritention of undergoing surgery.
Pregnancy or breastfeeding

Gender dysphoria patients 18 years or older

Age Restriction:

Gender dysphoria: less than 18 years old

Prescriber
Restrictions:

=A| =A|=2 =22

Prescribed by or in consultation with oncologist, endocrinologisgynecologist for
endometriosis

Gender Dysphoria: Diagnosis made and prescribed by a mental health specialist
experience in gender dysphoria

Coverage Duration:

= =

Uterine leiomyomata: maximum of 6 monthsjless otherwise specifiedeny
reauthorization requests

Endometriosis: 6 monthainless otherwise specified

All other diagnoses: 12 months, unless otherwise specified
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POLICY NAME:
LIDOCAINE PATCH
Affected Medications : Lidocaine Patch

Covered Uses: 9 All FDA approvethdications not otherwise excluded by benefit design.
1 Diabeticneuropathic pain

Required 9 Diagrosis of postherpetic neuralgia: requires trial of gabapentin OR

Medical 1 Diagnosis of idbetes (for diabetic neuropathy)

Information: 1 All medicatiostried/failed for indicated diagnosis

Appropriate Diabetic Neuropathic Bin:

Treatment 1 Documented inadequate treatment response or intolerance to a minimum of 3 ot

Regimen & pharmacologic therapies commoniged to treat neuropathic pain such as

Other Criteria: gabapentin, serotonin norepinepimé reuptake inhibitors (SNRIs): duloxetine,

venlafaxine, desvenlafaxine, atrityclic antidepressants (TCAS)

Reauthorizationwill require documentation of treatment success and a clinicadjgicant
response to therapy

Exclusion

Criteria:

Age Restriction:

Prescriber
Restrictions:

Coverage 9 Approval: 12 months, unless otherwise specified
Duration:
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POLICY NAME:
LONSURF

Affected Medications

. Trifluridine/Tipiracil

Covered Uses: 9 NCCN indications with evidence level of 2A or higher

Required Medical 1 Documentation of performance status, disease staging, all prior therapies used, pl

Information: treatment course, and KRAS/NRAS mutation status

1 Documentation of progression with at least 2 lines of standard therapies includes:
fluoropyrimidine, oxaliplatin, andirinotecanbased chemotherapy, an arMEGF
biological therapy, and if RAS wiighe and an antEGFR therapy
1 Documentation of complete blood counts (CBC) will be monitored at baseline and

throughout therapy

Appropriate 1 Reauthorizationrequires documentation of disease responsiveness to therapy

Treatment 1 Dose based on surface area (35mg/m2), maximum 80mg per dose. Dose schedul

Regimen & Other twice daily dosing for days3 and 812, repeated every 4 weeks.

Criteria:

Exclusion Criteria: I @QYaARSNI K2f RAy3a GKSNI LR AF YINyz2Faie
d02NB xo

Age Restriction:

Prescriber 1 Oncologist

Restrictions:

Coverage 9 Initial approval: 3 months, unless otherwise specified

Duration: 1 Reauthorization: 12 months, unlestherwise specified

Age Restriction: 1 18 years of age and older

Prescriber 1 Oncologist

Restrictions:

Coverage 1 Initial approval: 4months, unless otherwise specified

Duration: 1 Reauthorization: 12 months, unless otherwise specified
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POLICY NAME:
LUXTURNA

Affected Medications

: LUXTURNAworetigene neparvoveczyl intraocular suspension for subretinal injection

Covered Uses: 1 All FDAapproved indications not otherwise excluded by plan design.

91 Inherited Retinal Dystrophies (IRD) caused by mutaiiotise retinal pigment
epithelium-specific protein 65kDa (RPEG5) gene

Required Medical 9 Diagnosis of a confirmed biallelic RPE65 mutatissociated retinal dystrophy (e.g.

Information: [ SoSNDna O2y3aSyAldlft Yl dzZNRAAA seiBdveredReting
Dystrophy [EOSRD], etoAND

1 Genetic testing documenting biallelic mutations of the RPE65 gaXB);

1 Visual acuity of deast 20/800 OR have remaining ligdgrception in the eye(s)
receivingtreatment AND

1 Visual acuity of leshan 20/60 OR a visual field of less thandyreesAND

1 Presence ofheural retina and a retinal thickness greater than b@i@rons within the
posterior pole asssessed by optical coherence tomograplith AND have sufficient
viable retinal cellas assessedytthe treating physician

Appropriate

Treatment

Regimen & Other

Criteria:

Exclusion Criteria: 1 Patient has been previously enrolled in clinical trials of gene therapy for retinal
dystrophy RPE65 mutations or been previously been treated with gene thérapy
retinal dystrophy in the eye(s) receiving treatment

1 Patient has other pr&xisting eye conditions or complicating systemic
diseases that would eventually lead to irreversible vision loss and prevent the patig
from receiving full benefit from treatm@ (eg. severe diabetic retinopathy)

Age Restriction: 1 12 months of age and older

Prescriber 1 Ophthalmologist or retinal surgeon with experience providing-setimal injections

Restrictions:

Coverage 1 Approval: 1 month 1 injection per eygper lifetime

Duration:

186



©®

PacificSource

Community Solutions

POLICY NAME:
LYRICA

Affected Medications

: LYRICApregabalin)

Covered Uses: 1 Al FDA approved indications not otherwise excluded by benefit design.
Required Medical 1 Initial approval requires documented failuiatolerance, or clinical rationale
Information: for avoidance to gabapentin

Appropriate Treatment 1 Subsequent approval requires documentation of treatment success.
Regimen & Other

Criteria:

Exclusion Criteria:

Age Restriction:

Prescriber Restrictions:

Coverage Duration: 1 Initial approval: 12 monthsunless otherwise specified
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POLICY NAME:
MAKENA

Affected Medications

: MAKENAHydroxyprogesterone Caproatajd Hydroxyprogesterone Caproate

Regimen & Other
Criteria:

Covered Uses: 1 All FDA approved indications not otherwise excludetdryefit design.
1 NCCN indications with evidence level of 2A or higher
Required Medical 1 Oncology Indications
Information: o Documentation of performance status, all prior therapies used, and prescribed
treatment regimen. Consider holding therapy if KarnoBkyformance Status 509
or less or ECOG performance score 3 or greater.
o Documentation of trial and failure prescription progesterone products
(medroxyprogesterone, progestimased therapies)
1 Preterm Labor Prevention
0 Singleton pregnant patient
0 History ofsingleton spontaneous preterm birth (less than 37 weeks)
0 Expected date of delivery
Appropriate Preterm Labor Prevention
Treatment

1 Initial approval requires:

9 History of prior singleton preterm birth (less than 37 weeBS)
1 Documented failure, intolerance, or clinical rationale for avoidance of vaging
progesterone

Exclusion Criteria:

1 Current or history of any of the following:

E R

= =4 -4 A

multiple gestations or other risk factors for preterm birth
Thrombosis or thromboembolic disorders

Known or suspected breast cancer or other horm@easitive cancer, or history g
these conditions

Undiagnosed abnormal vaginal bleeding unrelated to pregnancy
Cholestatic jaundice of pregnancy

Liver tumors, benign or malignant, or active liver disease
Unantrolled hypertension.

Age Restriction:

i 16 years of age or older

Prescriber
Restrictions:

1 Oncology use: Oncologist

Coverage
Duration:

1 Oncology

 Preterm Labor Prevention

1 Initial Approval 4 Months unless otherwise specified
1 Reauthorization12 months unless otherwisspecified

1 Approval 20 weeks, unless otherwise specified
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POLICY NAME:
MEPSEVII
Affected Medications : MEPSEV(Vestronidase alfarjbk)
Covered Uses: . All FDAapproved indications not otherwise excluded by plan design

1 Definitive diagnosis dflucopolysaccharidosis VMPS VII; Sisyndrome)

Required Medical _ _
syndrome confirmed by BOTH of the following:

Information:
1 Betaglucuronidase enzyme deficiency in peripheral blood leukocyte
AND
1 Detection of pathogenic mutatioria the GUSB gene by molecular
genetic testing
1 Baseline value for one or more of the following:
1 BruininksOseretsky Test of Motor Proficiency
1 6 minute walk test
1 Pulmonary function tests
Appropriate Treatment 1 4 mg/kg infusiomaximum 290mg) every 2 weeks
Regimen & Other 1 Reauthorization will require
Criteria: 1 Documentation of absence of unacceptable toxicity (ex. anaphylaxis

severe allergic reactions) AND
1 Patient has responded to therapy compared to pretreatment baselin
one or more of the follwing:
Improvement inBruininksOseretsky Test of Motor Proficiency
Improvement in 6 minute walk test
Reduction in liver and/or spleen volume
Stability or improvement in pulmonary function tests

O O o o

Exclusion Criteria:

Age 8 25 years

All approvals are subject to utilization of the most cost effective site of care
Prescriber with experience in treating MPS

Initial approval: 2 months, unless otherwise specified

Reauthorization: 6 months, urde otherwise specified

Age Restriction:

Prescriber
Restrictions:

Coverage Duration:

= =& |- &=
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POLICY NAME:
MIACALCIN

Affected Medications

: MIACALCIN Injectigpalcitoninsalmon

Covered Uses: f t-3SG4Qa RA&ASIFAS 2F 02ySs KeLISNDOIf Of
Required Medical ' Hypercalcemia
Information: o Documented calcium level greater thanequal to 14 mg/dL (3.5 mmol/L)
T t-38SG4Qa RA&aSIaS 2F o62yS
o Documented baseline radiograph findings
o Abnormal liver function test (LFT), including alkaline phosphatase
o Documented lack of malignancy within the past 3 months
Appropriate 1 Hypercalcemia
Treatment o Documentation that additional methods for lowering calcium (such as
Regimen &  Other intravenous fluids) did not result in adequate effic&aR
Criteria: o Clinical judgement necessitated immediate administration without waiting
other methods tashow efficacy
1 F3SGiQa RA&ASIFHaS 2F o2yS

ReAuthorization criteriact | 35S0 Qa

t

o Trial and failure of zoledronic achkNDoral bisphosphonate®R

o Documentation indicating zoledronic acid or oral bisphosphonates are not

suitable for the member

Documentation of normal vitamin D level and/or supplentation

Documentation of normal calcium level and/or supplementation

o Documentation of symptoms experienced by member necessitating treatn
with medication (i.e. pain, bone deformity)

o O

RA&SH&ES 2F o62ySY

T Documentation étreatment efficacy (i.e. stable or lowered alkaline phosphatagd
level, resolution of symptoms)
Exclusion Criteria: 9 wStFGSR (2 tlF3SitQa RAASIHAS 2F 02yS
o History of a skeletal malignancy or bone metastases
o Concurrent use of zoledronic acid or doédphosphonates
o adYLX2YIFLGAO tI3SGQa 5AaSHasS 27F
1 Indication of osteoporosis, prevention of osteoporosis
Age Restriction:  18yearsorolderF2NJ t 350G Qa RAaSHaAS 2F 02y 9§
Prescriber
Restrictions:
Coverage Duration: 1 Approval = 12 monthsjnless otherwise specified
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POLICY NAME:
MITOXANTRONE

Affected Medications

: MITOXANTRONE (mitoxantrone)

Covered Uses: 1 NCCN indications with evidence level of 2A or higher
1 Breast cancer, recurrent or metastatic
9 I 2R3ITAYyQa fR&YLK2YL
1 Liver carcinoma
1 NonHodgkin lymphoma with following subtypes: Aduledll leukemia/lymphoma
AlDSrelated Bcell lymphoma, Diffuse largedll lymphoma, Follicular lymphoma
Gastric and nongastric MALT lymphoma, Lymphoblastic lymphoma, Mantle c€
lymphoma, Mycosis Fungoides/Sézary syndrome, Periphecall Tymphoma,
Primary cutaneous-Bell lymphoma, Splenic marginal zone lymphomeell
prolymphocytic leukemia
I Ovarian cancer
T Multiple sclerosis, Secondary progressive, progressive relapsing, ormiayse
relapsingremitting; to reduce neurologic disability and/or frequency of clinical
relapses
Required 1 Referral for mitoxantrone
Medical 1 Assessed for cardiac signs and symptoms by history, physical exam, and EC(
Information: to starting mitoxantrone
1 Baseline evaluation of left ventricular ejection fraction
1 Diagnosis of NorHodgkin Lymphoma with one of the subtypes listed in the abg
section (lfyes, skip directly to coverage duration), OR
9 Diagnosis of any other cancers listed in the above section (If yes, skip directly
coverage duration), OR
I Assessed for cardiac signs and symptoms by history, exam, and ECG prior to
dose
9 Patient will ndergo quantitative reevaluation of LVEF prior to each dose using
same methodology that was used to assess baseline LVEF. Additional doses
Mitoxantrone should not be administered to MS patients who have experience
either a drop in LVEF to below tlever limit of normal or a clinically significant
reduction in LVEF during Mitoxantrone therapy
1 Should undergo yearly quantitative LVEF evaluation after stopping Mitoxantro
monitor for late occurring cardiotoxicity
Reauthorizationwill require docmentation of treatment success and a clinically
significant response to therapy
Appropriate Daosing for MS Patients:
Treatment 1 12mg/n? IV every 3 months
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Regimen &

Other Criteria:

Exclusion For MS Patients:

Criteria: 1 Baseline LVEF below the lower limit of normal

I Receive a cumulative Mitoxantrone dose greater than 140 mg/m2

Age Restriction:

Prescriber

Restrictions:

Coverage 1 Approval (NorHodgkin Lymphomaj months, unless otherwise specified
Duration: 91 Approval All other covered cancer diagnose€)months, unless otherwise

specified
1 Approval (MS)i2 months, unless otherwise specified
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POLICY NAME:
MULPLETA

Affected Medications

: MULPLETA (lusutrombopag)

Covered Uses:

All FDAapproved indications navtherwise excluded by plan design

Required Medical 1 Complete blood count with differential and platelet count
Information: 9 Liver function tests
Appropriate 1 Documentation of procedure and baseline platelet couneiguired for
Treatment prescribing
Regimen & Other 1 Dosing:
Criteria: 1 Begin Mulpleta dosing-84 days prior to a scheduled procedure.
1 Patients should undergo their procedureBiays after the last dose.
1 Recommended Dosage: 3 mg orally once daily with or without food for 7
days.
1 Documented inability to respond adequately to Promacta
1 Consideration for reapproval of therapy requires response to treatment with
platelet count of at least 50,000/mcL or above without significant liver functi
abnormalities during procedure
Exclusion C riteria: 1 Platelet count above 50,000/mcL at baseline
1 A history of splenectomy, partial splenic embolization, or thrombosis and th

with ChildPugh class C liver disease, absence of hepatopetal blood flow, of
prothrombotic condition other than chronicver disease

Age Restriction:

Prescriber

Restrictions:

Prescribed by or in consultation with hematologist or gastroenterology/liver
specialist

Coverage
Duration:

Approval: 1 month (7 days of treatment), based on planned procedure date
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POLICY NAME:
MYALEPT

Affected Medications : MYALEPT (metreleptin)

Covered Uses:

T

All Food and Drug Administration (FERfproved indications not otherwise
excluded by plan design.
Congenital or acquired generalized lipodystrophy

Required Medical 1 Weight
Information: 1 Baseline serum leptin levels, HbAlc, fasting glucose, fasting triglycerides, f
serum insulin
1 Prior Myalept use will require test of antietrepeptin antibodies
Appropriate 1 Serum leptin < 6.0 ML females and < 3.0 ng/mL males, obtained on at lea
Treatment occasions
Regimen & Other 1 If treating acquired generalized lipodystrophy with concurrent
Criteria: K& LISNINARIft@OSNARSYAlF RSTFAYSR Fa

1
1

Reauthorizationwill require documentation of treatment success and a clinically

with statin and/or fibrate

If treating acquired generalized lipodystrophy with concurrent diabetes,
oFaStAyS 10! mMO x 19 RSALAGS 2LIAY
sulfonylurea, GLR agonist or DR inhibitor, SGL-2, and insulin

Treatment success defined by improvement in BHbAasting glucose, and
fasting triglycerides

Worsening metabolic control and/or severe infection = indicators of possible
anti-metreleptin antibodies

Maximum daily dose for individuals <40kg = 0.13mg/kg

Maximum daily dose for individuals >40kg = 10mg/da

significant response to therapy

Exclusion Criteria:

=A =4 =8 =9

Partial lipodystrophy

General obesity not associated with leptin deficiency

HI\frelated lipodystrophy

Metabolic disease, including diabetes mellitus and hypertriglyceridemia, wit
concurrent evidence of generalized lipodystrophy

Age > 65 years

Age Restriction:

1'3S x m &SIk NJ

Prescriber
Restrictions:

=a =4 4=

Prescribed by, or in consultation with, an Endocigist
Myalept is available only through the MYALEPT REMS Program
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Coverage
Duration:

9 Initial: 4 months, unless otherwise specified
1 Subsequent: 12 monthsinless otherwise specified
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POLICY NAME:

MYELOID GROWTH FACTORS

Affected Medications

. FULPHILfedfilgrastim-jmdb), NEULASTA (pedfilgrastidDENY CA (pedfilgrastichqv),

NEUPOGEN (filgrastimyIVESTYM (filgrastiaafi), GRAND{tbo-filgrastim), ZARXIO (filgrastismd?

Covered Uses:

I All FDA -approved indications not otherwise excluded by plan d esign.
f Food and Drug Administration (FDA) -approved indications:

Neupogen , Nivestym & Zarxio

Patients with Cancer Receiving Myelosuppressive Chemotherapy

T I'ndicated to decrease the incidence of inf
neut r op e patieatdwith mon -myeloid malignancies receiving
myelosuppressive anti  -cancer drugs associated with a significant incidence of
severe neutropenia with fever.

Patients With Acute Myeloid Leukemia Receiving Induction or Consolidation

Chemotherapy

1 Indicated for reducing the time to neutrophil recovery and the duration of fever,
following induction or consolidation chemotherapy treatment of adults with acute
myeloid leukemia.

Patients with Cancer Receiving Bone Marrow Transplant

1 Indicated to reduc e the duration of neutropenia and neutropenia -related clinical
sequel aea (e.g., febril e neut-myepidmalgadnciesn p
undergoing myeloablative chemotherapy followed by marrow transplantation.

Patients Undergoing Autologous Perip heral Blood Progenitor Cell Collection and

Therapy

1 Indicated for the mobilization of autologous hematopoietic progenitor cells into
the peripheral blood for collection by leukapheresis.

Patients With Severe Chronic Neutropenia

1 Indicated for chronic administration to reduce the incidence and duration of
sequel ae of neutropenia (e.g.a fevera infe
symptomatic patients with congenital neutr
idiopathic neutropenia.

Fulphila & Udenyca

Patients with Cancer Receiving Myelosuppressive Chemotherapy

T I'ndicated to decrease the incidence of inf
neutropeni aa i n p-ayeloid malighaneids teteivingo n
myelosuppressive anti  -cancer drugs associated with a significant incidence of
severe neutropenia with fever.
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Granix
1 Granix is indicated to reduce the duration of severe neutropenia in patients with
non - myeloid malignancies receiving myelosuppressive anti -cancer drugs
associated wit h a clinically significant incidence of febrile neutropenia.
Neulasta
Patients with Cancer _Receiving Myelosuppressive Chemotherapy
Patients with Hematopoietic Subsyndrome of Acute Radiation Syndrome
1 Neulasta is indicated to increase survival in patients acutely exposed to
myelosuppressive doses of radiation
Neulasta is not indicated for the mobilization of peripheral blood progenitor cells
for hematopoietic stem cell transplantation
Compendia supported uses (Neupogen/Granix/Zarxio /Nivestym ):
1 Treatment of chemotherapy -induced febrile neutropenia in patients with non -
myeloid malignancies
1 Treatment of anemia in patients with myelodysplastic syndromes (MDS)
1 Treatment of neutropenia in patients with MDS
1 Following chemotherapy for acute lymphocytic leukemia (ALL)
1 Stem cell transplantation  -related indications
1 Agranulocytosis
1 Aplastic anemia
1 Neutropenia related to HIV/AIDS
1 Neutropenia related to renal transplantation
Required I Complete blood counts with differential and platelet counts will be monitored at
Medical baseline and regularly throughout therapy
Information:  Documentation of therapy intention (curative, palliative) for prophylaxis of febrile
neutropenia
I Documentation of risk factors both medication therapy regimen and patient
specific
 Documentation of planned treatment course
9 Documentation of current patient weight
Appropriate I Coverage for the non -preferred products, Neupogen or Granix, is provided when
Treatment the member meets one of the following criteria:
Regimen & 1 Documented treatment failure or intolerable adverse event to Nivestym AND
Other Criteria: Zarxio _
1 Documented latex allergy and the prescriber states that the member must
use latex -free vials
1 Neupogen or Granix are requested for doses less than 180 mcg
1 Neulastare quests require rationale for use over biosimilar product s, Fulphila and
Udenyca
1 For prophylaxis of febrile neutropenia (FN) or other dose -limiting neutropenic
events for patients receiving myelosuppressive anti -cancer drugs:
A Meets one of the following:
a) Curative Therapy . High risk (greater than 20% risk) OR intermediate risk
(10 -20% risk) for febrile neutropenia based on chemotherapy regimen with
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documentation of significant risk factors for serious medical consequences OR

has experienced a dose -limiti ng neutropenic event on a previous cycle of

current chemotherapy to be continued

b) Palliative Therapy: Neulasta will not be approved upfront for prophylaxis

of febrile neutropenia  in the palliative setting . Per the NCCN, chemotherapy
regimens with a 20% or greater risk of neutropenic events should not be

used. If however a dose limiting neutropenic event occurs on a previous

cycle of chemotherapy, and the effectiveness of chemotherapy will be

reduced with dose reduction, growth factor  will be approved for secondary
prophylaxis on a case by case basis.

1 Neupogen , Nivestym and Zarxio in the use of Severe Chronic Neutropenia, Must
meet ALL of the following:

A Congenital neutropenia, cyclic neutropenia, OR idiopathic neutropeni a
A Current documentation of ANC less than 500 cells/microL
A Neutropenia symptoms (fever, infections, orophanryngeal ulcers)
A CBC with differential and platelet counts, bone marrow morphology, and
karyotype
Exclusion
Criteria:
Age
Restriction:
Prescriber 1 Prescribed by oncologist, hematologist
Restrictions:
Coverage 1 6 months, unless otherwise specified
Duration:
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POLICY NAME:
MYLOTARG

Affected Medications

: MYLOTARG INTRAVENOUS INJECTNz(gaab ozogamicin

Covered Uses: 1 NCCN indicationsith evidence level of 2A or higher
Required Medical 1 Documentation of performance status, all prior therapies used, disease stag
Information: and anticipated treatment course
1 Documentation of use with National Comprehensive Cancer Network (NCCI|
or higher level of evidence regimen
1 Patient weight
1 Use as monotherapy only
Appropriate Treatment 1 Reauthorization documentation of disease responsiveness to therapy
Regimen & Other
Criteria:
Exclusion Criteria: 1 Karnofsky Performance Status less thaequal to 50% or ECOG performance
score greater than or equal to 3
Age Restriction:
Prescriber Restrictions: f Oncologist
1 All approvals are subject to utilization of the most cost effective site of care
Coverage Duration: 71 Initial approval: 4 monthgynless otherwise specified
1 Reauthorization: 12 months, unless otherwise specified
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POLICY NAME:
NAGLAZYME

Affected Medications

: NAGLAZYMggalsulfase)

Covered Uses:

1 All FDA approved indications not otherwise excluded by benefit design.

Required Medical

1 The patient has a diagnosis oftinopolysaccharidosis VI (MPS¥WMaroteauxLamy

Regimen & Other
Criteria:

Information: syndrome)
1 The diagnosis was confirmed by an enzyme assay demonstrating a deficiency ir
acetylgalactosamine-dulfatase (arylsulfatase B) enzyetivity or by DNA testing
1 Documented current weight of patient for dosing
Appropriate Dosing:
Treatment 1 The recommended dosagegimen of NAGLAZYME is 1 kygof body weight

administered once weekly as an intravenaofsision.

Reauthorizationwill require documentation of treatment success and a clinically
significant response to therapy

Exclusion Criteria:

Age Restriction:

Prescriber
Restrictions:

Coverage Duration:

1 Approval 3 monthsynless otherwisspecified
1 Subsequent approval 12 monthsless otherwise specified
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POLICY NAME:
NATPARA
Affected Medications : NATPARA (parathyroid hormone)

Covered Uses: 91 All FDAapproved indications not otherwise excluded by plan design.
Required Medical 1 Diagnosis of hypoparathyroidisAND
Information: 1 Hypocalcemia uncontrolled on calcium and active forms of vitamin D alone

1 25-hydroxyvitamin D levels are sufficient (approximately730ng/mL). If insufficient,

replace to sufficient levels per standard aifre

9 Total serun calcium (albumirtorrected) greater thai@.5 mg/dL
Appropriate 1 Natpara to be must be used in conjunction with calcium and vitamin D, document
Treatment of taking at least 2,000g/day of calcium and vitamiregularly for over a 2 month tim
CR:E?;?:_” & Other is required for coverage.

Reauthorizationwill require documentation of treatment success and a clinically
significant response to therapy

Exclusion Criteria:

Age Restriction:

Prescriber 1 Endocrinologist
Restrictions:
Coverage Duration: 1 Initial approval: 6 months, unless otherwise specified

9 Reauthorization: 12 months, unless otherwise specified
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POLICY NAME:
NILANDRON

Affected Medications

: NILUTAMIDE

Covered Uses: T NCCN indications with evidenkevel of 2A or higher
Required Medical 1 Documentation of performance status, disease staging, all prior therapies used
Information: prescribed treatment regimen
Prostate Cancer
1 Documentation of metastatic prostate cancer
1 Documentation of no priotreatment with Xtandi (enzalutamide) and Zytiga
(abiraterone)
1 Documented treatment failure with LHRH agonist combined with biclutamide
1 Documented treatment failure or contraindication to flutamide
Appropriate Treatment 1 Reauthorization documentation of disease responsiveness to therapy
Regimen & Other
Criteria:
Exclusion Criteria: 1 Karnofsky Performance Status less than or equal to 50% or ECOG performang
greater than or equal to 3
Age Restriction:
Prescriber Restrictions: 1 Oncologist
Coverage Duration: T Initial approval3 month, unless otherwise specified
1 Reauthorization12 months,unless otherwise specified
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POLICY NAME:
NINLARO

Affected Medications

: NINLARO (ixazomib)

Covered Uses: T NCCN indications with evidence level of 2Aigher
Required Medical 1 Documentation of performance status, disease staging, all prior therapies usg
Information: and prescribed planned treatment course

Multiple Myeloma

1 Documentation of progression with at least 1 line of standard therapy

1 Shouldbe used in combination with lenalidomide and dexamethasone
Appropriate Treatment 1 Documentation of no disease refractory to lenalidomide or proteasome inhibit
Regimen & Other (Velcade, Kyprolis)
Criteria: 1 Subsequent approvakdocumentation of diseaseesponsiveness to therapy
Exclusion Criteria: 1 Consider holding therapy if Karnofsky Performance Status less or equal to 5(

ECOG performance score greater or equal to 3

Age Restriction: 9 18 years or older
Prescriber 1 Oncologist
Restrictions:
Coverage Duration: 1 Initial approval: 3 monthsunless otherwise specified

1 Reauthorization: 12 monthsinless otherwise specified
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POLICY NAME:
NPLATE

Affected Medications

: NPLATE (romiplostim)

Covered Uses: 1 All FDAapproved indications not otherwise excludby plan
0 Adult patients with chronic immune thrombocytopenia (ITP) who have had
insufficient response to corticosteroids, immunoglobulins, or splenectomy
o Pediatric patients 1 year of age and older with ITP for at least 6 months wh
have had an insufficig response to corticosteroids, immunoglobulins, or
splenectomy
Required Medical 1 Complete blood count with differential and platelet count
Information: 1 Patient Weight
Thrombocytopenia in patients witimmune thrombocytopenia pupura (ITP)
1 All therapiedried/failed
9 Documentation of splenectomy status
Appropriate Thrombocytopenia in patients with ITP
Treatment 1 Documentation of platelet count less than 20 ¥/LOAND
Regimen & Other 1 Documentation of clinically significant bleediAD
Criteria: 1 Mustfail at least 2 therapies for ITP, including corticosteroids or immunoglobulin
(defined as platelets did not increase to at least 50 ¥L)@R
1 Documentation of splenectomy
Reauthorization
1 Response to treatment with platelet count of at least 50 ¥[1(not to exceedd00 x
10°/L) OR
1 The platelet counts have not increased to a platelet count of at least 58/Ix 46d
the patient has NOT been on the maximum dose for at least 4 weeks
Exclusion Criteria: 1 Treatment of thrombocytopenia due to myelodysplastyndrome (MDS)
1 When attempting to normalize platelet count
1 Using in combination with thrombopoietin receptor agonist (Promacta) or similar
treatments.
Age Restriction:
Prescriber 1 All approvals are subject to utilization of the most cefective site of care
Restrictions: 1 Prescribed by or in consultation with a hematologist
Coverage Duration: 1 Initial Approval = 3nonths unless otherwise specified
1 Renewal with sufficient platelet increase = 12 montinsless otherwise specified
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POLICY NAME:
NUCALA

Affected Medications

: NUCALA (mepolizumab)

Covered Uses:

1 All FDAapproved indications not otherwise excludbey benefit design.

Required Medical

Asthma

Regimen & Other
Criteria:

Information: 1 Diagnosis of severe asthma with an eosinophilic genotype defined as
9 eosinophilic count greater than 300 cells/ul within 1 year
9 eosinophilic count greater than 150 cells/ul within 6 weeks prior to planned
therapy start
1 Baseline FEV1
1 Documentation of all current asthma medications and all prior treatments tried and
failed
EGPA
1 Confirmed diagnosis of relapsing or refractory Eosinophilic granulomatosis with
polyangiitis (EGPA) with the following:
o Chronic rhinosinusitis
o Asthma
o Blood eosinophilia (at least 1,500 cells/microL and/or 10% eosinophils on
differential) at baseline
o Diagnosis must be confirmed by a second clinical opinion
Appropriate Severe Asthma
Treatment i Asthma symptoms not controlled after at least 6 months of adherent use (80% of dg

doses) of highdose inhaled corticosteroid plusrig-acting beta agonist (LABA)
T If LABA contraindicated or not tolerated, sustainetkase theophylline OR a leukotrier]
modifier must be tried AND
I Uncontrolled asthma defined by at least two of the following in the past year: Two o
more exacerbationsequiring oral corticosteroids, at least one serious exacerbation
requiring hospitalization, FEV1 less than 80% of predicted, Poor symptom control (4
less than 20)
1 Documentation of optimal management of other asthma triggers
Subsequent approvalsiocumentation of treatmensuccess defined as reduction in
prednisone use, or improved FEV1 from baseline

EGPA

1 Documented relapsing disease while on highest tolerated oral corticosteroid dose A

1 Disease refractory to at least two oral immunosuppressings for at least 12 weeks
each (Azathioprine, Methotrexate, Leflunomide)

Reauthorization requires documented treatment success such as reduction in relapses

baseline or ability to significantly taper oral corticosteroid dose
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Exclusion 1 Not indicated for treatment of other eosinophilic conditions
Criteria: 1 Notindicated for acute bronchospasm or status asthmaticus
9 Eosinophilic less than 150 cells/ul
I Administration of Nucala through IV route
Age Restriction: 1 12 years of age or older
Prescriber Prescribed by or in consultation with an allergist, immunologist, or pulmonologist
Restrictions: All approvals are subject to utilization of the most cost effective site of care
Coverage T Initial approval: 4months unless otherwise specified
Duration: 1 Reauthorization: 12 monthsinless otherwise specified
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POLICY NAME:
NUEDEXTA

Affected Medications

: NUEDEXT@extromethorphan and quinidine)

Covered Uses: 1 All FDAapproved indications not otherwise excludby benefit design
Required 1 Diagnosis of Pseudobulbar affect (PBA) in setting of comorbid diagnosis of one or m
Medical the following neurologic conditions: amyotrophic lateral sclerosis (ALS), extrapiaiami
Information: YR OSNBoStflN RAAZ2NRSNAE dtrophyJpbgfesstg Q &
adzLINY ydzOf SFNJ LI faeos YdzZ GALX S &0t SNB A
and other dementias, or stroke.
91 Diagnosis of PBA using the Center for Neurologic Stability Scale (CN5) and a score
greater than or equkto 13
9 Current complete medication list
1 QT interval at baseline in patients at risk for QTc prolongation
9 Baseline labs: potassium, magnesium, complete blood count, liver and renal function
1 Documentation of a 30 day trial of a SSRI and TCA
1 Documenation offailure of similar products (OTC dextromethorphan and compounde
quinidine)
Appropriate 9 Other disease states have been ruled out (Depression, bipolarism, etc.)
Treatment 1 Reauthorizationrequires documentation of treatment success with need for continuati
Regimen & (spontaneous improvement of PBA occurs in some patients)
Other Criteria:
Exclusion 1 Concomitantly taking other drugs containing quinidine, quinine, mefloquine, monoam
Criteria: oxidase inhibitors (MAOQIs), or drugs that both prolong QT interval and are metabolizé
CYP2D6.
9 Patient has a prolonged QT interval, congenital long QT syndromeistoaylsuggestive
of torsade de pointes, or heart failure
1 Patient has complete atrioventricular (AV) block without implanted pacemaker or is a
high risk of complete AV block.
Age Restriction:
Prescriber 9 Prescribed by or in consultation with a neurologist
Restrictions:
Coverage 1 Approval: 12 monthsunless otherwise specified
Duration:
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POLICY NAME:
OCALIVA

Affected Medications

: OCALIVA (obeticholic acid)

Covered Uses: 1 All FDAapproved indications not otherwise excludby benefit design
Required Medical 1 Liver function tests (including alkaline phosphatase and bilirubin)
Information: f ChildPugh score
9 Lipid profile
Appropriate 1 Thepatient has an alkaline phosphatase level (ALP) at least 1.67 times the upper lin
Treatment normal and/or bilirubin above the upper limit of while on ursodiol (with demonstratec
Regimen & Other adherence) after at least 12 months of therapy or has demonstrated a clinicditinsii
Criteria: tolerate ursodiol
0 ULN ALP1(8 U/L for females or 124 U/L for males)
0 ULN oftotal bilirubin defined as 1.1 mg/dL for females or 1.5 mg/dL for males
1 Reauthorizationwill require documentation of treatment success defined as a signifig
reductionin Alkaline phosphatase (ALP) and/or bilirubin levels
Exclusion T Complete biliary obstruction
Criteria:
Age Restriction: 1 18 years and older
Prescriber 1 Prescribed by hepatologist
Restrictions:
Coverage T Initial approval: 4nonths unlessotherwise specified
Duration: 1 Reauthorization: 12 monthsinless otherwise specified
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POLICY NAME:
OCREVUS

Affected Medications

: OCREVUS (ocrelizumab)

Covered Uses:

All FDAapproved indications not otherwise excludbd plandesign

Regimen & Other

Required Medical 1 Diagnosis of relapsing or primary progressive forms of Multiple Sclerosis (MS) conf
Information: with MRI (ReviseicDonald diagnostic criteria for multiple sclerosis)
9 Clinical evidence alone will suffice; additional evidence desirable but must lsestet
with MS
Appropriate T RRMS: Documented failure with or rationale for avoidance of a trial of Rituximab
Treatment 1 PPMS: Documentation of at least one year of disgaegressiorand Baseline Expande

Disability Status ScalEDSpof 36.5

Criteria: 1 Initial dose: 300 mg infusion followed two weeks later by a second 300 mg infusion
1 Subsequent doses: Single 600 mg infusion every 6 months
1 Reauthorization
o RRMSDocumentation of treatmensuccess
o PPMSDocumentation of treatment success as determined by treating provic
(based on clinical and MRI findings)
o0 Lack of disability progression (progression defined as when the EDSS scor
increased by 1 point or more from the baseline EDSS ibdlseline EDSS was 5
points or less, or by 0.5 points or more if the baseline EDSS was more than
points)
Exclusion 1 Use outside of the Food and Drug Administration (Fappyroved indications of relapsin
Criteria: or primary progressive forms tultiple Sclerosis (MS)

Active HBV infection
Use with any other diseaseodifying therapy for Multiple Sclerosis
Secondary progressive multiple sclerosis

Age Restriction:

= A =4 -8 -9

Safety and effectiveness of Ocrevus in pediatric patients have not been established
Clinical studies of Ocrevus did not include sufficient numbers of subjects aged 65 a
over to determine whether they respond differently from younger subjects

Prescriber
Restrictions:

Prescribed by or after consultation withnaurologist or an MS spedist

Coverage
Duration:

=a =

Initial approval: 6 months (2 initial infusions as noted above), unless otherwesgisg
Reauthorization: 12 months (2 infusions as noted above), unless othervésiisg
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POLICY NAME:
ODOMZzO
Affected Medications: ODOMZsonidegib)
Covered Uses: 9 NCCN indications with evidence level of 2A or higher.
Required Medical 1 Documentation of performance status, all prior therapies used, and presci
Information: treatment regimen.
1 Documentation that Erivedge is being used as a NCCN 2A level of eviden
regimen.
Appropriate Treatment 1 Documentation of surgery performed or reason why the patient is not a
Regimen & Other Criteria: candidate for surgery.
1 Documentation of why th@atient is not a candidate for radiation.
1 Reauthorizationrequires documentation of treatment success.
Exclusion Criteria: T YFENYy2Faie t SNF2N¥YFyOS {0FGdza X p
Age Restriction:
Prescriber Restrictions: 1 Oncologist
Coverage Duration: 1 Initial approval: 3 monthsunless otherwise specified
9 Reauthorization: 12 monthsinless otherwise specified
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POLICY NAME:
OFEV
Affected Medications: OFEV CAPSULE 100 MG ORAL, OFEV CAPSULE 150 MG ORAL
Covered Uses: 1 All FDAapproved indications not otherwise excludbyg plan design
Required Medical 1 Documentation of nicotine use.
Information: 9 If active nicotine user, documentation risks have been reviewed including decreg
efficacy of therapy AND

1 Documentation of diagnosis of idiopathic pulmonary fibrosis

9 Presence of usual interstitial pneumonia (UIP) or high resolution computed
tomography (HRCT), and/or surgical lung biopsy AND

1 Documentation of baseline forced vital capacity (FVC) greater thagual to 50% of
the predicted value AND

1 Documentation of Predicted diffuse capacity for carbon monoxide (DLCO) greate
than or equal to 30%

1 Documentation of baseline liver function tests, at regular intervals during the first
three months, then periodicl thereafter or as clinically indicated

Appropriate 9 Ofev is not approved for use in combination with Esbriet

Treatment 1 Pregnancy should be avoided while on Ofev and for at least 3 months after the I

Regimen & Other dose.

Criteria: 1 Treatment ofpatients with moderate (Child Pugh B) and severe (Child Pugh C) h¢
impairment with OFEV is not recommended.

1 The safety, efficacy, and pharmacokinetics of nintedanib have not been studied i
patients with severe renal impairment (less than 30 mL/mi@ICand enestage renal
disease.

1 Reauthorizatiommequires documentation of treatment success

Exclusion Criteria: 1 Concomitant administration of moderate or strong CYP3A4 agp iahibitors /
inducers should be avoided while taking Ofev

I Transaminases motthan 5 times the upper limit of normal or elevated
transaminases accompanied by symptoms (jaundice, hyperbilirubinemia).

Age Restriction: 1 18 years of age or older
Prescriber 1 Must be prescribed by or in consultation with a pulmonologist
Restrictions:
Coverage Duration: 1 Initial approval: Gnonths unless otherwise specified
I Reauthorization: 12 monthsinless otherwise specified
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POLICY NAME:

OLUMIANT
Affected Medications : OLUMIANTBaricitinib)

Covered Uses: All FDAapproved indications nadtherwise excluded by benefit design.

1
Required Medical 1 Documentation of moderate to severe disease despite current treatment (Indicatid
Information: be documented in chart notes within the last 6 months)

1 Documentation of complete and current treathe®urse

1 Documented current level of disease activity/disease control

Rheumatoid arthritis (RA)
1 Documented current level of disease activity with one of the following (or equivale
objective scale):
0 The Disease Activity Score derivative for 28 joifllAS-28) greater than 3.2
o The Simplified Disease Activity Index (SDAI) greater than 11
o The Clinical Disease Activity Index (CDAI) greater than 10
0 Weighted RAPID3 of at least 2.3

Appropriate Rheumatoid arthritis (RA)

Treatment I Has failed minimum 12 weeks of Humira AND minimum12 weeks of Enbrel
Regimen & Other individually

Criteria: 1 Quantity Limit

0 QL #1 tablet per day
Subsequent approvaldocumentation of treatment success determined by-PB\S
SDAI, or CDAI

Exclusion Criteria: Concurrent use with poteimmunosuppressants (azathioprine, cyclosporine), or ott
biologic DMARDs.
Hepatitis B or Hepatitis C infection

ANC less than 1000 cells/mm3, lymphocytes less than 500 cells/mm3, Hgb less t
g/dL, CrCl less than 40 mL/min

History of diverticulitis orGI perforation, unresolved cytopenias, severe hepatic
impairment, or severely uncontrolled hyperlipidemia

Evidence of active, latent, or inadequately treated tuberculosis or herpes zoster
Psoriatic arthritis with axial (spinal) involvement

E = E =

=

Age Restriction: Less than or equal to 18 years of age

|

Prescriber Prescribed by or in consultation with a rheumatologist.

Restrictions:

Initial approval: 4 months, unless otherwise specified.
Reauthorization: 12 months, unless otherwsgeecfied.

Coverage Duration:

= =
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POLICY NAME:
ONCOLOGY AGENTS

Affected Medications:

SYNRIBO ( omacetaxine),

ABRAXANE (paclitaxel), ADCETRIS, ALKERAN, ALIMTA (pemetrexed disodium),
ALIQOPA (copanlisi®) . UNBRIG (brigatinib) , ARZERRA (ofatumumab), = BAVENCIO (avelumab) , BENDEKA
(bendamustine), BRAFTOVI (encorafenib) , CABOMETYX (cabozantinib) , COMETRIQ (cabozantinib)
COPIKTRA (duvelisib), CYRAMZA (ramucirumab),  DACOGEN (decitabine) , DAURISMO (glasdegib),
EMPLICITI, ERBITUX, ERLEADA (apalutamide), ERWINAZE, EVOMELA, GAZYVA, IMBRUVICA (ibrutinib) ,
IMFINZI (durvalumab) , IMLYGIC (talimogene laherparepvec) , IRESSA (gefitinib) , ISTODAX (romidepsin),
IXEMPRA (ixabepilone) , JEVTANA (cabazitaxel) , Kadcyla (Ado -trastuzumab) , KEYTRUDA (pembrolizumab)
KISQALI (ribociclib) , KYPROLIS (carfilzomib) , LARTRUVO, LENVIMA (lenvatinib mesylate), LIBTAYO
(cemiplimab -rwic), LORBRENA, LUMOXITI, LUTATHERA, LYNPARZA, MEKINIST (trametinib), MEKTOVI
(binmetinib) , NEXAVAR (sorafenib tosylate), ONCASPAR, ONIVYDE (irinotecar®PDIVO (nivolumab)
PHOTOFRIN (porfimer) , PORTRAZZA (necitumumddDTELIGEQUBRACA, STIVARGA (regorafenib)
TAFINLAR (dabrafenib), TAGRISSO, TALZENNA (talazopairb), TECENTRIQ
(atezolizumah) TEMOZOLOMIDE, TEPADINA (thiotepa) , TIBSOVO, TORISEL (temsirolimus ), TREANDA
(bendamustine) , VELCADE (bortezomil)VENCLEXTA (venetoc]adTRAKVI (larotrectiniby|DAZAAzacitiding,
VIZIMPRO (dacotiminibBfOSPATA (gilteritinibf ERVOY (ipilimumab ), YONDELIS (trabectediONSAabiraterone
acetatg, ZALTRARiwaflibercept)

Covered Uses: T NCCN indications with evidence level of 2A or higher.
Required Medical T Documentation of performance status, all prior therapies used, disease stag
Information: and anticipated treatment course
1 Documentation of use witNational Comprehensive Cancer Network (NCCN
or higher level of evidence regimen
1 Patient weight

Appropriate Treatment
Regimen & Other
Criteria:

Reauthorization documentation of disease responsiveness to therapy

Exclusion Criteria: 1 Karnofsky Performance Status less than or equal to 50% or ECOG performg
score greater than or equal to 3
9 Neutrophil counts less than 1,500 cells/mm3
Age Restriction:
Prescriber Restrictions: 1 Oncologist
Coverage Duration: 1 Initial approval: 4 monthsjnless otherwise specified
1 Reauthorization: 12 months, unless otherwise specified
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POLICY NAME:
ONFI

Affected Medications:

ONFI (lmbazam)

Covered Uses:

1 All FDAapproved indications not otherwise excluded by plan design
1 Adjuctive therapy for seizunrmanagement

Required Medical
Information:

a. Documentation of monotherapy failure for seizure control
AND

b. Documentation of failure with at least 2 alternative adjunct therapy for
seizure managementCarbamazepine, lamotrigine, levetiracetam,
oxcarbazepingopiramate, lamotrigine, diviproex, vimpat, zonisamide,
phenytoin)

i. Established members on Onfi as adjuvant therapy will not be
required to fail alternative

Appropriate
Treatment
Regimen & Other
Criteria:

1 Documentation that therapy is being usedajunct therapy for seizures

Reauthorizationwill require documentation of treatment success and a clinically significa
response to therapy

Exclusion
Criteria:

Age Restriction:

Prescriber T Neurologist or affiliated with a neurologyractice
Restrictions:

Coverage 1 Approval:12 months, unless otherwise specified.
Duration:
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POLICY NAME:
ONPATTRO
Affected Medications: ONPATTR@atisiran
Covered Uses: 1 All FDAapproved indications not otherwise excluded by plan design
Required Medical 1 Documented pathogenic mutation in transthyretin (TTR; e.g. V30M mutation)
Information: 9 Diagnosis of hereditary transthyretin (hRATTR) amyloidosis with polyneuropathy
1 Documentation of baseline polyneuropathy disability (PND) score less than or eqy
llibor baseline FAP stage | or Il
1 Presence of clinical signs and symptoms of disease (e.g. peripheral/autonomic
neuropathy, motor disability, cardiovascular dysfunction, renal dysfunction)
9 Documented failure with diflunisal
Reauthorization
1 Documentation okither continued PND score less than or equal to ORpatient
continues to have FAP stage | ohAIND
Documentation of the patient experiencing positive clinical response to patisiran (¢
improved neurologic impairment, motor function, cardianction, quality of life
assessment, serum TTR levels, etc)
Appropriate Hereditary transthyretinmediated (hATTR) amyloidosis
Treatment Dosing:
Regimen & Other 91 For patients weighing less than 100 kg, the recommended dosage is 0.3 mg/kg or|
Criteria: every 3 weeks.
For patients weighing 100 kg or more, the recommended dosage is 30 mg once every
weeks.
Exclusion Criteria: 9 Previous liver transplantation
1 NYHAclass Il or IV
Concomitant oligonucleotide (e.g. inotersen) or tafamidis meglumine
Age Restriction: 1 Adults age 18 to 85 years old
Prescriber 1 Physicians experienced in the management of amyloidosis
Restrictions:
Coverage 9 Initial approval: 4 months, unless otherwise specified
Duration: 1 Reauthorization: 12 months, unless otherwise specified
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POLICY NAME:
OPIOID QUANTITY ABOMB MORPHINE MILLIGRAM EQUIVALENTS (MME)
Affected Medications : OPIOIDS
Covered Uses: 1 All FDAapproved indications not dierwise excluded by plan design
1 As ofApril 15, 201 hronic use of opioids with ldorphine Milligram Equivales
(MME) per day greater than00 MMEis not funded by PacificSource
Required Medical 1 Exceptions requiréhat opioid use greater than@ MMEis not chronic and is bein
Information: used for short term exceptional circumstances
Appropriate
Treatment
Regimen & Other
Criteria:
Exclusion Criteria: 9 Pain related to current active cancer
91 Chronic pain related to sickle cell disease
9 Pain related to hospiceare
9 Surgery or documented acute injugyl month approval
Age Restriction:
Prescriber
Restrictions:
Coverage Duration: 9 Based on exceptional circumstance, not to exceed 3 months
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POLICY NAME:

ORALENTRANASAL FENTANYL
: FENTANYL CITRATELIPOP

Affected Medications

Covered Uses: 1 All FDAapproved indications not otherwise excludby benefit design

Required 1 LongActing opioid is being prescribed for aroutigk clock teatment of the cancer pain.

Medical 1 The patient is opioitblerant (Patients are considered opioid tolerant if they have beer]

Information: taking at least 60 mg of oral morphine per day, 25 mcg of transdermal fentanyl/hr, 3(
of oral oxycodone daily, 8 mg of oral hydromorphone daily, 25 mg oral oxymorphone
or an equanalgesic dose of another opioid for a week or longer).

Appropriate Documentatiorfor breakthrowgh pain in patients with cancer:

Treatment 9 patient is unable to swallow, has dysphagia, esophagitis, mucositis, or uncontrollable

Regimen & nausea/vomitingOR

Other Criteria: 91 patient is unable to take other shortacting narcotics (eg, oxycodone, morphine sulfat
hydromorphone, etc) secondary to allergy or severe adverse eV

1 patient is on or will be on a loracting narcotic (eg, Duragesic), or {h&tient is on
intravenous, subcutaneous, or spinal (intrathecal, epidural) narcotics (eg, morphine
sulfate, hydromorphone, fentanyl citrate).

Exclusion 9 Patients taking strong or moderate cytochrome P450 3A4 inhibitor(s), who will not be
Criteria: carelully monitored and will not have dosing adjustments made if necessary.

1 Use in the management of acute and/or postoperative pain including surgery/post
surgery, trauma/postrauma, acute medical illness (acute abdominal pain, pelvic pain
muscle spasm).

1 Use as preanesthesia (preoperative anxiolysis and sedation and/or supplement to
anesthesia).

Age Restriction: 1 18 years of age or older

Prescriber

Restrictions:

Coverage 1 Approval:12 months, unless otherwise specified.
Duration:
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POLICY NAME:
ORENCIA
Affected Medications : ORENCIA (abatacept)
Covered Uses: 1 All FDAapproved indications not otherwise excluded by plan design.

0 Adult Rheumatoid Arthritis (RA)
0 Juvenile Idiopathic Arthritis (JIA)
0 Adult Psoriatic Arthritis (PSA)

Required
Medical
Information:

o Documentation of moderate to severe disease despite current treatmadiqation must
be documented in chart notes within the last 6 months )

o Documentation of complete and current treatment course

o Documented current leveldf disease activity/disease control

Rheumatoid arthritis
0 Laboratory test confirming diagnosis of rheumatoid arthritis (@1@P, RF)
o Documented current level of disease activity with one of the following:
0 The Disease Activity Score derivative for 28tf{DAS28) greater than 3.2
0 The Simplified Disease Activity Index (SDAI) greater than 11
0 The Clinical Disease Activity Index (CDAI) greater than 10
0 Weighted RAPID3 of at least 2.3

Psoriatic Arthritis with Axial Involvement
1 Documentation of active diseaskefined by Bath ankylosing spondylitis disease activity
index (BASDAI) greater or equal to 4 AND

T {FONRPATAAGAA 2y AYIFI3IAYy3 !'b5 x%x m {LRYR
1 inflammatory back pain (4 of 5 features met: onset of back discomfort before the 4

of 40 yars, insidious onset, improvement with exercise, no improvement with rest

pain at night with improvement upon arising)

arthritis

enthesitis

uveitis

dactylitis (inflammation of entire digit)

psoriasis

I NEKyQa RA&SI &aSkdzZ OSNI GAGPS O2ft AlGAaA

good response to N3Bs

family history of SpA

elevated CRP

ORHLA HT LRAAGAGS ASYySGAO (Said !'bs5 x w {L

=8 =4 =4 =4 -8 -8 -8 -8 -9

Polyarticular Juvenile idiopathic arthritis
1 Documented current level of disease activity with physician global assessment (MD
score) or active joint count

218



©

PacificSource

Community Solutions

Appropriate
Treatment
Regimen &
Other Criteria:

Rheumatoid arthritis

)l

= =4 -8 A A

Psoriatic arthritis

Documented clinical failure with at least 12 weeks of combination diseasiifying
antirheumatic drug (DMARD) therapy [Methotrexate plus sulfasalazine, methotrexate
hydroxychloroquine, sulfasalazine plus hydroxychloroquine, leflunomide plus
sulfasalazine, or leflunomide plus hydroxychloroquine] AND

Has failed minimum 12 weeks on Humira AND minimum 12 weeks on Enbrel

For intravenous request: Treatment failure with sutameous route

QL= SQ¢ 4 ml per 28 day supply

QL- IV¢ Initial (one time only 33,000 mg per 28 day supply

QL- IV- Continuationg 1,000 mg per 28 day supply

)l

E R

=a =4 -4 -9

Reauthorization for PsA with Axial involvementequires improvement of at least 50% in th

Has failed at least two oral diseas®difying antirheumatic drugs for mimum of 12
weeks: hydroxychloroquine, sulfasalazine, leflunomide, methotrexate

Has failed minimum 12 weeks on Humira AND Enbrel

For Psoriatic arthritis (PsA) with Axial Involvement has failed two daily prescription
strength nonsteroidal arinflammatorydrugs (ibuprofen, naproxen, diclofenac,
meloxicam, etc.) with minimum 1 month trial each

For intravenous request: Treatment failure with subcutaneous route

QL= SQ¢ 4 ml per 28 day supply

QL- IV¢ Initial (one time only 33,000 mg per 28 day supply

QL- IV- Continuationg 1,000 mg per 28 day supply

BASDAI score or an absolute change of 2 units

Juvenile idiopathic arthritis (JIA)

1
1

= =4 -4 A -9

Reauthorization: documentation of treatment success

Has failed glucocorticoid joint &gtion or oral corticosteroids AND

Has failed at least one of the following agents with minimum 12 weeks trial:
methotrexate, leflunomide

Has failed minimum 12 weeks on Humira AND minimum 12 weeks on Enbrel
For intravenous requesttreatment failure with subcutaneous route

QL¢SQ 4 ml per 28 day supply

QL- IV¢ Initial (one time only 33,000 mg per 28 day supply

QL- V- Continuationg 1,000 mg per 28 day supply

Exclusion 1 Concurrent use of biologic DMARDs: Rituxan (rituximab), Actemra (tocilizumab), Ent
Criteria: (etanercept), Remicade (infliximab), Humira (adalimumab), Cimzia (certolizumab), K
(anakinra), Xeljanz (tofacitinib), and etc.
1 Management of plaque psoriasis withiqpsoriatic arthritis
i Positive Tuberculosis gdatitis B
Age Restriction: 1 Rheumatoid Arthritis: 18 years of age or older

219



©®

PacificSource

Community Solutions

Prescriber
Restrictions:

1 Prescribed by or in consultation with a rheumatologist

Coverage
Duration:

T Initial approval: 4 months, unlssotherwise specified
1 Reauthorization: 12 months, unless otherwise specified
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