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Acetaminophen (Dose > 4 gm)

Medicaid - Arizona (AZM, AZMREF, AZMDDD)

£

< OPTUM"

Prior Authorization Guideline

GL-99555 Acetaminophen (Dose > 4 gm)

Formulary Medicaid - Arizona (AZM, AZMREF, AZMDDD)

Formulary Note

Guideline Note:

Effective Date:

12/9/2021

1. Criteria

Product Name: Acetaminophen (Dose > 4gm)

Guideline Type

Administrative

Approval Criteria

1 - Requests for acetaminophen dosages greater than 4000mg per day should be denied.
The total dose of acetaminophen (cumulative total daily dose of 4000mg) is not supported by
the Food and Drug Administration (FDA).

2 . Revision History
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Date

Notes

6/28/2021

7/1 Implementation
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Actemra - AZM

Medicaid - Arizona SP (AZM, AZMREF, AZMDDD)

£

< OPTUM"

Prior Authorization Guideline

GL-105269 Actemra - AZM

Formulary Medicaid - Arizona SP (AZM, AZMREF, AZMDDD)

Formulary Note

Guideline Note:

Effective Date:

4/1/2022

1. Criteria

Product Name: Actemra Actpen, Actemra SQ

Diagnosis

Rheumatoid Arthritis

Approval Length

12 month(s)

Therapy Stage

Initial Authorization

Guideline Type

Prior Authorization

Approval Criteria

the following:

1 - Submission of medical records (e.g., chart notes, lab work, imaging) documenting ALL of
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1.1 Diagnosis of moderately to severely active Rheumatoid Arthritis (RA)
AND

1.2 History of failure to a 3 month trial of ONE non-biologic disease modifying anti-rheumatic
drug (DMARD) [e.g., methotrexate, leflunomide, sulfasalazine, hydroxychloroquine] at
maximally indicated doses within the last 6 months, unless contraindicated or clinically
significant adverse effects are experienced (document drug, date, and duration of trial)*

AND

1.3 Patient is not receiving Actemra in combination with ANY of the following:
e Biologic DMARD [e.g., Enbrel (etanercept), Humira (adalimumab), Cimzia
(certolizumab), Simponi (golimumab)]

e Janus kinase inhibitor [e.g., Xeljanz (tofacitinib)]
o Phosphodiesterase 4 (PDE4) inhibitor [e.g., Otezla (apremilast)]

AND

1.4 History of failure, contraindication, or intolerance to BOTH of the following:

e Humira (adalimumab)**
e Enbrel (etanercept)**

AND

1.5 Prescribed by, or in consultation with, a rheumatologist
OR

2 - Submission of medical records (e.g., chart notes, lab work, imaging) documenting ALL of
the following:

2.1 Patient is currently on Actemra therapy as documented by claims history or medical
records (document drug, date, and duration of therapy)
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AND

2.2 Diagnosis of moderately to severely active RA

AND

2.3 Patient is not receiving Actemra in combination with ANY of the following:

o Biologic DMARD [e.g., Enbrel (etanercept), Humira (adalimumab), Cimzia
(certolizumab), Simponi (golimumab)]

e Janus kinase inhibitor [e.g., Xeljanz (tofacitinib)]

e Phosphodiesterase 4 (PDE4) inhibitor [e.g., Otezla (apremilast)]

AND

2.4 Prescribed by, or in consultation with, a rheumatologist

Notes *Claims history may be used in conjunction as documentation of drug,

date, and duration of trial. **Drug may require PA

Product Name: Actemra Actpen, Actemra SQ

Diagnosis

Polyarticular Juvenile Idiopathic Arthritis (PJIA)

Approval Length

12 month(s)

Therapy Stage

Initial Authorization

Guideline Type

Prior Authorization

Approval Criteria

1 - Submission of medical records (e.g., chart notes, lab work, imaging) documenting a

diagnosis of moderately to severely active polyarticular juvenile idiopathic arthritis

2 - One of the following:

AND
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2.1 History of failure, contraindication, or intolerance to both of the following:

e Humira (adalimumab)*
o Enbrel (etanercept)*

OR

2.2 Patient is currently on Actemra therapy as documented by claims history or medical
records (document drug, date, and duration of therapy)

AND
3 - Patient is not receiving Actemra in combination with ANY of the following:
o Biologic disease modifying anti-rheumatic drug (DMARD) [e.g., Enbrel (etanercept),
Humira (adalimumab), Cimzia (certolizumab), Simponi (golimumab)]

e Janus kinase inhibitor [e.g., Xeljanz (tofacitinib)]
e Phosphodiesterase 4 (PDE4) inhibitor [e.g., Otezla (apremilast)]

AND

4 - Prescribed by, or in consultation with, a rheumatologist

Notes *May require PA

Product Name: Actemra Actpen, Actemra SQ

Diagnosis Systemic Juvenile Idiopathic Arthritis (SJIA)
Approval Length 12 month(s)

Therapy Stage Initial Authorization

Guideline Type Prior Authorization

Approval Criteria

1 - Submission of medical records (e.g., chart notes, lab work, imaging) documenting a
diagnosis of active systemic juvenile idiopathic arthritis
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AND

2 - Patient is not receiving Actemra in combination with ANY of the following:

e Biologic disease modifying anti-rheumatic drug (DMARD) [e.g., Enbrel (etanercept),
Humira (adalimumab), Cimzia (certolizumab), Simponi (golimumab)]

e Janus kinase inhibitor [e.g., Xeljanz (tofacitinib)]

e Phosphodiesterase 4 (PDE4) inhibitor [e.g., Otezla (apremilast)]

AND

3 - Prescribed by, or in consultation with, a rheumatologist

Product Name: Actemra Actpen, Actemra SQ

Diagnosis Rheumatoid Arthritis, Polyarticular Juvenile Idiopathic Arthritis (PJIA),
Systemic Juvenile Idiopathic Arthritis (SJIA)

Approval Length 12 month(s)

Therapy Stage Reauthorization

Guideline Type Prior Authorization

Approval Criteria
1 - Submission of medical records (e.g., chart notes, lab work, imaging) documenting positive
clinical response to Actemra therapy

AND

2 - Patient is not receiving Actemra in combination with ANY of the following:

o Biologic disease modifying anti-rheumatic drug (DMARD) [e.g., Enbrel (etanercept),
Humira (adalimumab), Cimzia (certolizumab), Simponi (golimumab)]

e Janus kinase inhibitor [e.g., Xeljanz (tofacitinib)]

e Phosphodiesterase 4 (PDE4) inhibitor [e.g., Otezla (apremilast)]

AND
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3 - Prescribed by, or in consultation with, a rheumatologist

Product Name: Actemra Actpen, Actemra SQ, Actemra IV

Diagnosis Giant Cell Arteritis
Approval Length 12 month(s)

Therapy Stage Initial Authorization
Guideline Type Prior Authorization

Approval Criteria

1 - Submission of medical records (e.g., chart notes, lab work, imaging) documenting a
diagnosis of giant cell arteritis

AND

2 - One of the following:

2.1 History of failure, contraindication, or intolerance to ONE glucocorticoid (e.qg.,
prednisone)

OR

2.2 Patient is currently on Actemra therapy as documented by claims history or medical
records (document drug, date, and duration of therapy)

AND

3 - Patient is not receiving Actemra in combination with ANY of the following:

o Biologic disease modifying anti-rheumatic drug (DMARD) [e.g., Enbrel (etanercept),
Humira (adalimumab), Cimzia (certolizumab), Simponi (golimumab)]

e Janus kinase inhibitor [e.g., Xeljanz (tofacitinib)]

e Phosphodiesterase 4 (PDE4) inhibitor [e.g., Otezla (apremilast)]

AND
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4 - Prescribed by or in consultation with a rheumatologist

Product Name: Actemra Actpen, Actemra SQ, Actemra IV

Diagnosis

Giant Cell Arteritis

Approval Length

12 month(s)

Therapy Stage

Reauthorization

Guideline Type

Prior Authorization

Approval Criteria

1 - Submission of medical records (e.g., chart notes, lab work, imaging) documenting positive
clinical response to Actemra therapy

2 - Patient is not receiving Actemra in combination with ANY of the following:

o Biologic disease modifying anti-rheumatic drug (DMARD) [e.g., Enbrel (etanercept),
Humira (adalimumab), Cimzia (certolizumab), Simponi (golimumab)]

e Janus kinase inhibitor [e.g., Xeljanz (tofacitinib)]

e Phosphodiesterase 4 (PDE4) inhibitor [e.g., Otezla (apremilast)]

3 - Prescribed by, or in consultation with, a rheumatologist

AND

AND

Product Name: Actemra Actpen, Actemra SQ

Diagnosis

Systemic Sclerosis-Associated Interstitial Lung Disease

Approval Length

12 month(s)

Therapy Stage

Initial Authorization

Guideline Type

Prior Authorization

Approval Criteria
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1 - Submission of medical records (e.g., chart notes, lab work, imaging) documenting a
diagnosis of active systemic sclerosis-associated interstitial lung disease (SSc-ILD) as
documented by ALL of the following:

1.1 ONE of the following:

1.1.1 Skin thickening of the fingers of both hands extending proximal to the
metacarpophalangeal joints

OR

1.1.2 TWO of the following:

Skin thickening of the fingers (e.g., puffy fingers, sclerodactyly of the fingers)
Fingertip lesions (e.g., digital tip ulcers, fingertip pitting scars)

Telangiectasia

Abnormal nailfold capillaries

Pulmonary arterial hypertension

Raynaud’s phenomenon

SSc-related autoantibodies (e.g., anticentromere, anti-topoisomerase |, anti-RNA
polymerase Ill)

AND

1.2 Presence of interstitial lung disease as determined by finding evidence of pulmonary
fibrosis on HRCT (high-resolution computed tomography), involving at least 10% of the lungs

AND

2 - Patient is not receiving Actemra in combination with ANY of the following:

o Biologic disease modifying anti-rheumatic drug (DMARD) [e.g., Enbrel (etanercept),
Humira (adalimumab), Cimzia (certolizumab), Simponi (golimumab)]

e Janus kinase inhibitor [e.g., Xeljanz (tofacitinib)]

e Phosphodiesterase 4 (PDE4) inhibitor [e.g., Otezla (apremilast)]

AND

3 - Prescribed by, or in consultation with, a pulmonologist
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Product Name: Actemra Actpen, Actemra SQ

Diagnosis Systemic Sclerosis-Associated Interstitial Lung Disease
Approval Length 12 month(s)

Therapy Stage Reauthorization

Guideline Type Prior Authorization

Approval Criteria
1 - Submission of medical records (e.g., chart notes, lab work, imaging) documenting positive
clinical response to Actemra therapy

AND

2 - Patient is not receiving Actemra in combination with ANY of the following:

o Biologic disease modifying anti-rheumatic drug (DMARD) [e.g., Enbrel (etanercept),
Humira (adalimumab), Cimzia (certolizumab), Simponi (golimumab)]

e Janus kinase inhibitor [e.g., Xeljanz (tofacitinib)]

e Phosphodiesterase 4 (PDE4) inhibitor [e.g., Otezla (apremilast)]

AND

3 - Prescribed by, or in consultation with, a pulmonologist

2 . Revision History

Date Notes

3/28/2022 Added Actemra IV formulation to GCA criteria. Updated all criteria re
garding concomitant use to indicate no options are allowed. Added S
ubmission of Records to all criteria boxes.
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Acthar Gel, Cortrophin Gel

Medicaid - Arizona SP (AZM, AZMREF, AZMDDD)

£

< OPTUM"

Prior Authorization Guideline

GL-102899  Acthar Gel, Cortrophin Gel

Formulary Medicaid - Arizona SP (AZM, AZMREF, AZMDDD)

Formulary Note

Guideline Note:

Effective Date:

2/4/2022

1. Criteria

Product Name: Acthar Gel

Diagnosis

Infantile spasm (i.e., West Syndrome)*

Approval Length

4 Week(s)

Guideline Type

Prior Authorization

Approval Criteria

1 - Diagnosis of infantile spasms (i.e., West Syndrome)*
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AND

2 - Patient is less than 2 years old

AND

3 - Both of following:

3.1 Initial dose: 75 units per meters squared intramuscular (IM) twice daily for 2 weeks

AND

3.2 After 2 weeks, dose should be tapered according to the following schedule: 30 units per
meters squared IM in the morning for 3 days; 15 units per meters squared IM in the morning
for 3 days; 10 units per meters squared IM in the morning for 3 days; 10 units per meters
squared IM every other morning for 6 days (3 doses)

Notes *Note: Acthar Gel is not medically necessary for treatment of acute ex
acerbations of multiple sclerosis.

Product Name: Acthar Gel, Cortrophin

Diagnosis Opsoclonus-myoclonus syndrome (i.e., OMS, Kinsbourne Syndrome)*
Approval Length 12 month(s)
Guideline Type Prior Authorization

Approval Criteria

1 - Diagnosis of Opsoclonus-myoclonus syndrome (i.e., OMS, Kinsbourne Syndrome)*

AND

2 - For Cortrophin requests ONLY: Trial and failure or intolerance to Acthar Gel (verified via
paid pharmacy claims or submission of medical records/chart notes)

Notes *Note: Acthar Gel is not medically necessary for treatment of acute ex
acerbations of multiple sclerosis.
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2 . Revision History

Date Notes

2/3/2022 Added step through Acthar to get Cortrophin [for OMS Syndrome crit
eria (not indicated for infantile spasms)]
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Actimmune

Medicaid - Arizona SP (AZM, AZMREF, AZMDDD)

N OPTUM
Prior Authorization Guideline
GL-99673 Actimmune

Formulary Medicaid - Arizona SP (AZM, AZMREF, AZMDDD)

Formulary Note

Guideline Note:

Effective Date: 12/9/2021

1. Criteria

Product Name: Actimmune

Diagnosis Chronic Granulomatous Disease (CGD)
Approval Length 12 month(s)

Therapy Stage Initial Authorization

Guideline Type Prior Authorization

Approval Criteria

1 - Diagnosis of chronic granulomatous disease
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Product Name: Actimmune

Diagnosis

Chronic Granulomatous Disease (CGD)

Approval Length

12 month(s)

Therapy Stage

Reauthorization

Guideline Type

Prior Authorization

Approval Criteria

1 - Patient does not show evidence of progressive disease while on Actimmune

Product Name: Actimmune

Diagnosis

Severe, Malignant Osteopetrosis

Approval Length

12 month(s)

Therapy Stage

Initial Authorization

Guideline Type

Prior Authorization

Approval Criteria

1 - Diagnosis of severe, malignant osteopetrosis

Product Name: Actimmune

Diagnosis

Severe, Malignant Osteopetrosis

Approval Length

12 month(s)

Therapy Stage

Reauthorization

Guideline Type

Prior Authorization

Approval Criteria

1 - Patient does not show evidence of progressive disease while on Actimmune

Product Name: Actimmune

Diagnosis

Primary Cutaneous Lymphomas

Approval Length

12 month(s)
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Therapy Stage

Initial Authorization

Guideline Type

Prior Authorization

Approval Criteria

1 - Patient has ONE of the following diagnoses:

e Mycosis fungoides (MF)
e Sézary syndrome (SS)

Product Name: Actimmune

Diagnosis

Primary Cutaneous Lymphomas

Approval Length

12 month(s)

Therapy Stage

Reauthorization

Guideline Type

Prior Authorization

Approval Criteria

1 - Patient does not show evidence of progressive disease while on Actimmune

Product Name: Actimmune

Diagnosis

NCCN Recommended Regimens

Approval Length

12 month(s)

Therapy Stage

Initial Authorization

Guideline Type

Prior Authorization

Approval Criteria

1 - Actimmune will be approved for uses supported by The National Comprehensive Cancer
Network (NCCN) Drugs and Biologics Compendium with a Category of Evidence and
Consensus of 1, 2A, or 2B.

Product Name: Actimmune

Diagnosis

NCCN Recommended Regimens
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Approval Length 12 month(s)

Therapy Stage Reauthorization

Guideline Type Prior Authorization

Approval Criteria

1 - Documentation of positive clinical response to Actimmune therapy

2 . Revision History

Date Notes

6/7/2021 7.1 Implementation
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Adakveo

Medicaid - Arizona SP (AZM, AZMREF, AZMDDD)

£

< OPTUM"

GL-99677 Adakveo

Prior Authorization Guideline

Formulary Medicaid - Arizona SP (AZM, AZMREF, AZMDDD)

Formulary Note

Guideline Note:

Effective Date:

12/9/2021

1. Criteria

Product Name: Adakveo

Diagnosis

Sickle cell disease

Approval Length

12 month(s)

Guideline Type

Prior Authorization

Approval Criteria

1 - Diagnosis of sickle cell disease, identified by any genotype
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AND

2 - ONE of the following:

2.1 BOTH of the following:

e Age 16 to 20 years
e Prescriber attests the service is medically necessary to correct or ameliorate a defect,
a condition, or a physical or mental illness in an eligible patient

OR

2.2 Age greater than or equal to 21 years

AND

3 - Patient has experienced at least two vaso-occlusive crises within the past 12 months

2 . Revision History

Date Notes

4/8/2021 7/1 Implementation
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Adbry (tralokinumab-ldrm)

Medicaid - Arizona SP (AZM, AZMREF, AZMDDD)

£

< OPTUM"

Prior Authorization Guideline

GL-104390  Adbry (tralokinumab-ldrm)

Formulary Medicaid - Arizona SP (AZM, AZMREF, AZMDDD)

Formulary Note

Guideline Note:

Effective Date:

4/1/2022

1. Indications

Drug Name: Adbry (tralokinumab-ldrm)

Atopic Dermatitis Indicated for the treatment of moderate-to-severe atopic dermatitis in adult
patients whose disease is not adequately controlled with topical prescription therapies or
when those therapies are not advisable. May be used with or without topical corticosteroids.

2 . Criteria

Product Name: Adbry

Diagnosis

Atopic Dermatitis

Approval Length

6 Months*

Therapy Stage

Initial Authorization

Guideline Type

Prior Authorization
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Approval Criteria

1 - Diagnosis of moderate to severe atopic dermatitis

2 - Submission of documentation (e.g., chart notes) demonstrating one of the following:

3 - Patient is 18 years of age or older

4 - Prescribed by or in consultation with one of the following:

5 - Trial and failure of a minimum 30-day supply (14-day supply for topical corticosteroids),
contraindication, or intolerance to at least TWO of the following (verified via paid claims or
submission of records):

AND

Involvement of at least 10% body surface area (BSA)
SCORIing Atopic Dermatitis (SCORAD) index value of at least 25 [A]

AND

AND

Dermatologist
Allergist/Immunologist

AND

e Medium or higher potency topical corticosteroid
e Pimecrolimus cream”
e Tacrolimus ointment
e Eucrisa (crisaborole) ointment®
Notes *QL Override (For new starts only): Enter 2 PAs as follows: First PA:

Approve 6 syringes per 28 days for one month; Second PA: Approve
4 syringes per 28 days (no overrides needed) for the remaining 11 mo
nths. (Adbry is hard-coded with a quantity of 4 syringes per 28 days);
AProduct may require step therapy
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Product Name: Adbry

Diagnosis

Atopic Dermatitis

Approval Length

12 month(s)

Therapy Stage

Reauthorization

Guideline Type

Prior Authorization

Approval Criteria

1 - Submission of documentation (e.g., chart notes) demonstrating positive clinical response
to therapy as evidenced by at least ONE of the following:

e Reduction in body surface area involvement from baseline
e Reduction in SCORIing Atopic Dermatitis (SCORAD) index value from baseline [A]

3. Background

Clinical Practice Guidelines
Table 1. Relative potencies of topical corticosteroids [2]
Class Drug Dosage Form Strength
(%)
Very high  Augmented betamethasone  Ointment, gel 0.05
potency dipropionate
Clobetasol propionate Cream, foam, ointment 0.05
Diflorasone diacetate Ointment 0.05
Halobetasol propionate Cream, ointment 0.05
High Amcinonide Cream, lotion, ointment 0.1
Potency -
Augmented betamethasone  Cream, lotion 0.05
dipropionate
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Betamethasone dipropionate  Cream, foam, ointment, 0.05
solution
Desoximetasone Cream, ointment 0.25
Desoximetasone Gel 0.05
Diflorasone diacetate Cream 0.05
Fluocinonide Cream, gel, ointment, solution 0.05
Halcinonide Cream, ointment 0.1
Mometasone furoate Ointment 0.1
Triamcinolone acetonide Cream, ointment 0.5
Medium Betamethasone valerate Cream, foam, lotion, ointment 0.1
potency
Clocortolone pivalate Cream 0.1
Desoximetasone Cream 0.05
Fluocinolone acetonide Cream, ointment 0.025
Flurandrenolide Cream, ointment, lotion 0.05
Fluticasone propionate Cream 0.05
Fluticasone propionate Ointment 0.005
Mometasone furoate Cream, lotion 0.1
Triamcinolone acetonide Cream, ointment, lotion 0.1
Lower- Hydrocortisone butyrate Cream, ointment, solution 0.1
medium
potency Hydrocortisone probutate Cream 0.1
Hydrocortisone valerate Cream, ointment 0.2
Prednicarbate Cream 0.1
Low Alclometasone dipropionate ~ Cream, ointment 0.05
potency : :
Desonide Cream, gel, foam, ointment 0.05
Fluocinolone acetonide Cream, solution 0.01
Dexamethasone Cream 0.1
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Lowest
potency

Hydrocortisone Cream, lotion, ointment, 0.25,0.5,1
solution
Hydrocortisone acetate Cream, ointment 0.5-1

4 . Revision History

Date

Notes

3/4/2022

New Program
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ADHD Agents - AZM

Medicaid - Arizona (AZM, AZMREF, AZMDDD)

QY |
N OPTUM
Prior Authorization Guideline
GL-109904 ADHD Agents - AZM

Formulary Medicaid - Arizona (AZM, AZMREF, AZMDDD)

Formulary Note

Guideline Note:
Effective Date: 8/1/2022

1. Criteria

Product Name: Brand Adderall, generic amphetamine/dextroamphetamine tablets, brand
Adderall XR, brand Concerta ER, Daytrana, generic dexmethylphenidate tablets, brand
Focalin XR, brand Methylin solution, generic methylphenidate tablets, brand Ritalin LA,
generic methylphenidate ER (CD) capsules, Vyvanse capsules, generic atomoxetine, generic
clonidine ER, generic guanfacine ER, generic dextroamphetamine tablets

Diagnosis ADHD Medications for Use in Children Under 6 Years Old
Approval Length 12 month(s)
Guideline Type Prior Authorization

Approval Criteria
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1 - The requesting clinician has documented that the child has a diagnosis of attention deficit
hyperactivity disorder (ADHD)

2 - The requesting clinician has documented that psychosocial issues have been evaluated
before request for ADHD medications

3 - The requesting clinician has documented non-medication alternatives that have been
attempted before request for ADHD medications

4 - The requested dose does NOT exceed the Food and Drug Administration (FDA)
recommended maximum daily dosage unless the provider has submitted clinical justification
for the dose exceeding the FDA maximum

AND

AND

AND

Product Name: Non-Preferred Drugs: Brand Adhansia XR, Brand Adzenys XR-ODT, generic
amphetamine ER, generic amphetamine , generic amphetamine/dextroamphetamine
capsules, Brand Aptensio XR, Brand Azstarys, Brand Cotempla XR-ODT, Brand Desoxyn,
Brand Dexedrine, generic dexmethylphenidate ER, generic dexmethylphenidate capsules,
generic dexmethylphenidate ER, generic dextroamphetamine capsules, generic
dextroamphetamine ER, Brand Dyanavel XR (oral suspension and chewable tablets), Brand
Evekeo ODT, Brand Focalin, Brand Intuniv, Brand Jornay PM, generic methamphetamine,
generic methylphenidate capsule, generic methylphenidate ER tablets, generic
methylphenidate ER (LA) , Brand Mydayis, Brand Procentra, Brand Qelbree, Brand Quillichew
ER, Brand Quillivant XR, generic relexxii, Brand Ritalin, Brand Strattera, Brand Vyvanse
Chewables, Brand Zenzedi

Approval Length

12 month(s)

Guideline Type

Prior Authorization

Approval Criteria

1 - The patient has a history of failure, contraindication, or intolerance to a trial to FOUR of the
following preferred products*:
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Brand Adderall

generic amphetamine/dextroamphetamine tablets
Brand Adderall XR

Brand Concerta ER

Daytrana

generic dexmethylphenidate tablets

Brand Focalin XR

Brand Methylin solution

generic methylphenidate tablets

Brand Ritalin LA

generic methylphenidate ER (CD) capsules
Vyvanse capsules

generic atomoxetine

generic clonidine ER

generic guanfacine ER

generic dextroamphetamine tablets

Notes

*Alternatives may require prior authorization

2 . Revision History

Date

Notes

7/28/2022

Added Dyanavel XR chewable tablets as target to NP section.
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Aduhelm (aducanumab-avwa)

Medicaid - Arizona SP (AZM, AZMREF, AZMDDD)

£

< OPTUM"

Prior Authorization Guideline

GL-107262 Aduhelm (aducanumab-avwa)

Formulary Medicaid - Arizona SP (AZM, AZMREF, AZMDDD)

Formulary Note

Guideline Note:

Effective Date:

5/17/2022

1. Criteria

Product Name: Aduhelm

Diagnosis

Alzheimer's Disease - MEDICARE PART B*

Approval Length

6 month(s)

Guideline Type

Medicare Part B

Approval Criteria

1 - Requested medication is billed through Medicare Part B
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2 - Submission of documentation confirming patient is enrolled in a CMS approved
prospective comparative study

AND

Notes

*Note: THIS SECTION SHOULD ONLY BE USED FOR DUAL ELIGIB
LE MEMBERS (WILL HAVE AZMDUAL PLAN CODE) COVERED UN
DER MEDICARE PART B THAT ARE REQUESTING SECONDARY
COVERAGE.

Product Name: Aduhelm

Diagnosis

Alzheimer's Disease - MEDICARE PART D*

Approval Length

None

Guideline Type

Prior Authorization requests from providers from Medicare Part D for
Dual Eligible Members

Approval Criteria

1 - Requested medication is billed through Medicare Part D

2 - Requests for coverage of Aduhelm (aducanumab) are not authorized and will not be

approved under Part D

AND

Notes

*Note: THIS SECTION SHOULD ONLY BE USED FOR DUAL ELIGIB
LE MEMBERS (WILL HAVE AZMDUAL PLAN CODE). APPROVAL L
ENGTH: NONE - REQUESTS FOR ADUHELM ARE NOT COVERED
UNDER MEDICARE PART D AND SHALL BE DENIED AS A BENEF
IT EXCLUSION.

Product Name: Aduhelm

Diagnosis

Alzheimer's Disease - FEE-FOR-SERVICE

Approval Length

6 month(s)

Therapy Stage

Initial Authorization

Guideline Type

Prior Authorization
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Approval Criteria
1 - Diagnosis of one of the following:

o Mild cognitive impairment (MCI) due to Alzheimer's Disease (AD)
e Mild dementia due to Alzheimer’s Disease (AD)

AND

2 - Submission of medical records (e.g., chart notes, laboratory values, examination histories)
documenting the basis for diagnosis, including all of the following:
2.1 Documentation of a comprehensive history and neurological examination, inclusive of a
description of the nature and duration of cognitive symptoms within the previous 3 months
AND
2.2 Medical records documenting baseline (within the previous three months) cognitive
function based on ONE of the following objective assessments:
e Mini-Mental State Examination (MMSE) score = 24
e Montreal Cognitive Assessment (MoCA) score = 15
AND
2.3 Medical records documenting confirmed evidence of clinically significant AD
neuropathology based on ONE of the following:
e Cerebral Spinal Fluid (CSF) biomarkers
e Amyloid positron emission tomography (PET)

AND

3 - Patient has received recent (within the previous 3 months) baseline brain magnetic
resonance imaging (MRI) prior to initiating treatment

AND
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4 - Patient does not have significant cerebrovascular disease as established by brain MRI
showing any of the following:

Acute or sub-acute hemorrhage

Prior macro-hemorrhage or prior subarachnoid hemorrhage (unless finding is not due
to an underlying structural or vascular hemorrhage)

4 or more brain microhemorrhages

Cortical infarct

More than 1 lacunar infarct

Superficial siderosis

History of diffuse white matter disease

AND

5 - Patient does not have any of the following non-AD neurodegenerative disorders:

Probable dementia with Lewy bodies by consensus criteria
Suspected frontotemporal degeneration
Dementia in down syndrome

AND

6 - Patient does not have any of the following exclusionary neurological or psychiatric
conditions:

Uncontrolled seizure disorder
Uncontrolled mood disorder, anxiety disorder, or psychosis
Substance use disorder active in the past 2 years

AND

7 - Patient does not have any of the following cardiovascular conditions:

Uncontrolled hypertension

Coronary artery disease (including unstable angina and myocardial infarction)
Heart failure

Arrhythmia

Clinically significant carotid atherosclerosis and/or peripheral arterial disease

AND
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8 - Both of the following:

e Patient is not currently taking an anticoagulant or antiplatelet agent (unless aspirin 325
mg/day or less)

o Patient has no history of transient ischemic attack (TIA), stroke, or unexplained loss of
consciousness within previous year prior to initiating treatment

AND

9 - Patient does not have any uncontrolled clinically significant chronic medical condition (e.qg.,
liver disease, kidney disease, pulmonary disease, autoimmune disease requiring chronic
immunosuppression, malignant neoplasm, active chronic infection [HIV, HCV], poorly
controlled diabetes mellitus)

AND

10 - Prescribed dosing is in accordance with the United States Food and Drug Administration
approved labeling

AND

11 - Prescribed by or in consultation with one of the following:
e Neurologist
o Geriatrics specialist

AND

12 - Prescriber attests that the patient and/or authorized representative (e.g., power of
attorney, invoked health care proxy) has shared in decision-making and has been informed on
the known and potential risks and lack of established clinical benefit associated with Aduhelm
(aducanumab-avwa) treatment

AND

13 - Therapy should be discontinued permanently and the request should be denied if one or
more of the following apply:
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o If the patient has had = 10 new incident microhemorrhages, regardless of clinical
severity (including asymptomatic)

o If the patient had a serious event [Serious events include concern for immediate risk of
death (a life-threatening event); inpatient hospitalization or prolongation of existing
hospitalization due to symptoms; new persistent or significant disability/incapacity]

o If the patient has had = 3 new incident areas of superficial siderosis, regardless of
clinical severity (including asymptomatic) therapy should be discontinued permanently
and the request should be denied

Notes

*NOTE: If the patient has had =210 new incident microhemorrhages, re
gardless of clinical severity (including asymptomatic) therapy should b
e discontinued permanently and the request should be denied. *NOTE
. If the patient had a serious event, therapy should be discontinued. T
*NOTE: If the patient has had =3 new incident areas of superficial side
rosis, regardless of clinical severity (including asymptomatic) therapy
should be discontinued permanently and the request should be denie
d. tSerious events include concern for immediate risk of death (a life-t
hreatening event); inpatient hospitalization or prolongation of existing
hospitalization due to symptoms; new persistent or significant disabilit
y/incapacity. $Requests should be evaluated case-by-case with clinic
al review and MD advisor.

Product Name: Aduhelm

Diagnosis Alzheimer's Disease - FEE-FOR-SERVICE
Approval Length 6 month(s)
Therapy Stage Reauthorization

Guideline Type

Prior Authorization

Approval Criteria

1 - Prescribed dosing is in accordance with the United States Food and Drug Administration
approved labeling

2 - Follow-up MRIs have been conducted at the following timeframes:

Week 14 (after 4th infusion, prior to first 6 mg/kg dose)
Week 22 (after 6th infusion, prior to first 10 mg/kg dose)
Week 30 (after 8th infusion, prior to third 10 mg/kg dose)
Week 42 (after 11th infusion, prior to sixth 10 mg/kg dose)

AND
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e Every 6 months thereafter
AND

3 - Patient’s diagnosis continues to be mild cognitive impairment or mild dementia stage due
to Alzheimer’s disease as established by one of the following examination scales:

3.1 One of the following:

e Mini Mental State Exam (MMSE) score = 24
e Montreal Cognitive Assessment (MoCA) score = 15

OR

3.2 Both of the following:

e MMSE <24 or MoCA <15
o Rate of decline was slower than expected (<2 points/year)

AND

4 - ONE of the following (ARIA-H, microhemorrhages):

e Patient has had no new incident microhemorrhage

e Patient has had 1 to 4 new incident microhemorrhage(s) AND microhemorrhages are
asymptomatic (no clinical symptoms)

e Patient has had 5 to 9 new incident microhemorrhages AND microhemorrhages are
asymptomatic (no clinical symptoms) AND the microhemorrhages have been
stabilized

e Patient has had 1 to 9 new incident microhemorrhages AND microhemorrhages

resulted in mild, moderate or severe clinical symptoms AND the microhemorrhages
have been stabilized

AND

5 - ONE of the following (ARIA-H, superficial siderosis)

o Patient has had no new incident areas of superficial siderosis
o Patient has had 1 new incident area of superficial siderosis AND superficial siderosis
is asymptomatic (no clinical symptoms)
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o Patient has had 2 new incident areas of superficial siderosis AND superficial siderosis

is asymptomatic (no clinical symptoms) AND the superficial siderosis has been
stabilized

o Patient has had 1 to 2 new incident areas of superficial siderosis AND superficial
siderosis resulted in mild, moderate or severe clinical symptoms AND the superficial
siderosis has been stabilized

AND

6 - ONE of the following (ARIA-E)

o Patient has had no new ARIA-E

o Patient has mild ARIA-E on MRI AND ARIA-E is asymptomatic (no clinical symptoms)

o Patient has had moderate or severe ARIA-E on MRI AND ARIA-E is asymptomatic (no
clinical symptoms) AND the ARIA-E is stable

e Patient has had mild, moderate or severe ARIA-E on MRl AND ARIA-E resulted in
mild, moderate or severe clinical symptoms AND the ARIA-E is stable

AND

7 - One of the following:
7.1 Patient does not meet ANY of the following:
e Initiation of anticoagulation
o Development of active immune-mediated/autoimmune conditions (e.g., Crohn’s
disease, SLE, aplastic anemia, myasthenia gravis, meningitis/encephalitis)

e Initiation of immunomodulatory medications (e.g., cancer immunotherapies, rituximab,
azathioprine)

o Development of other neurologic conditions (e.g., intracerebral bleeds, TBI, stroke)
OR

7.2 BOTH of the following:

o Patient does meet one of the above
e Prescriber documents clinical rationale for continued use of aducanumabi

AND

8 - Prescribed by or in consultation with one of the following:
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e Neurologist
o Geriatric specialist

AND

9 - Therapy should be discontinued permanently and the request should be denied if one or
more of the following apply:

o If the patient has had = 10 new incident microhemorrhages, regardless of clinical
severity (including asymptomatic)

o If the patient had a serious event [Serious events include concern for immediate risk of
death (a life-threatening event); inpatient hospitalization or prolongation of existing
hospitalization due to symptoms; new persistent or significant disability/incapacity]

o If the patient has had = 3 new incident areas of superficial siderosis, regardless of
clinical severity (including asymptomatic) therapy should be discontinued permanently
and the request should be denied

Notes *NOTE: If the patient has had 210 new incident microhemorrhages, re
gardless of clinical severity (including asymptomatic) therapy should b
e discontinued permanently and the request should be denied. *NOTE
. If the patient had a serious event, therapy should be discontinued. t
*NOTE: If the patient has had =3 new incident areas of superficial side
rosis, regardless of clinical severity (including asymptomatic) therapy
should be discontinued permanently and the request should be denie
d. tSerious events include concern for immediate risk of death (a life-t
hreatening event); inpatient hospitalization or prolongation of existing
hospitalization due to symptoms; new persistent or significant disabilit
yl/incapacity. $Requests should be evaluated case-by-case with clinic
al review and MD advisor.

2 . Background

Clinical Practice Guidelines

Appendix

ARIA - H (Microhemorrhages)

New Incident Microhemorrhages

Radiographic Severity
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Clinical
Sympto
m
Severity

Mild (1 to 4) Moderate (5 to 9) Severe (210)
Asymptomatic | Continue treatment; | Suspend treatment; Stop
MRI g4w until stable | MRI g4w until stable; | Permanently
Restart once stable
Mild Suspend treatment; Stop
MRI g4w until stable Permanently
Moderate Restart once stable and clinical symptoms
Severe resolved
Serious Stop Permanently

ARIA - H (Superficial Siderosis)

New Incident Areas of Superficial Siderosis (Central Read)

Radiographic Severity

Mild (1)

Moderate (2)

Severe (23)

Clinical
Sympto
m
Severity

Clinical [ Asymptomatic | Continue treatment; | Suspend treatment; Stop
Sympto MRI g4w until stable | MRI g4w until stable; | Permanently
m Restart once stable
Severity :
Mild Suspend treatment; Stop
MRI g4w until stable Permanently
Moderate Restart once stable and clinical symptoms
S resolved
Serious Stop Permanently
ARIA - E

ARIA-E Severity on MRI (Central Read)

Radiographic Severity

Mild

Moderate

Severe

Asymptomatic

Continue treatment;
MRI g4w until stable

Suspend treatment;
MRI g4w until stable;
Restart once stable

Mild
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Moderate

Suspend treatment;

Severe

MRI g4w until stable
Restart once stable and clinical symptoms resolved

Serious

Stop Permanently

3. Revision History

Date

Notes

5/17/2022

Updated Medicare sections for clarification.
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Aemcolo

Medicaid - Arizona (AZM, AZMREF, AZMDDD)

7

< OPTUM"’

GL-99426 Aemcolo

Prior Authorization Guideline

Formulary Medicaid - Arizona (AZM, AZMREF, AZMDDD)

Formulary Note

Guideline Note:

Effective Date:

12/9/2021

1. Criteria

Product Name: Aemcolo

Approval Length

1 month(s)

Guideline Type

Prior Authorization

Approval Criteria

1 - Diagnosis of travelers’ diarrhea

AND
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2 - History of failure, contraindication, or intolerance to ONE of the following:

Azithromycin (generic Zithromax)
Ciprofloxacin (generic Cipro)
Levofloxacin (generic Levaquin)
Ofloxacin (generic Floxin)

2 . Revision History

Date

Notes

3/10/2021

Bulk Copy C&S Arizona to Arizona Standard
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Afinitor

Medicaid - Arizona SP (AZM, AZMREF, AZMDDD)

£

< OPTUM"

GL-99709  Afinitor

Formulary Medicaid - Arizona SP (AZM, AZMREF, AZMDDD)

Formulary Note

Guideline Note:

Prior Authorization Guideline

Effective Date:

12/9/2021

1. Criteria

Product Name: Brand Afinitor, generic everolimus, Afinitor Disperz

Diagnosis

Neuroendocrine tumors

Approval Length

12 month(s)

Therapy Stage

Initial Authorization

Guideline Type

Prior Authorization

Approval Criteria

1 - Diagnosis of one of the following:

e Neuroendocrine tumors of pancreatic origin
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e Neuroendocrine tumors of gastrointestinal origin
e Neuroendocrine tumors of lung origin
e Neuroendocrine tumors of thymic origin

AND

2 - Disease is progressive

AND

3 - One of the following:

e Disease is unresectable

o Disease is locally advanced
o Disease is metastatic

Product Name: Brand Afinitor, generic everolimus, Afinitor Disperz

Diagnosis Neuroendocrine Tumors
Approval Length 12 month(s)

Therapy Stage Reauthorization
Guideline Type Prior Authorization

Approval Criteria

1 - Patient does not show evidence of progressive disease while on Afinitor therapy

Product Name: Brand Afinitor, generic everolimus, Afinitor Disperz

Diagnosis Renal cell cancer
Approval Length 12 month(s)
Therapy Stage Initial Authorization
Guideline Type Prior Authorization

Approval Criteria
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1 - Diagnosis of renal cell cancer

AND

2 - One of the following:

2.1 Disease has relapsed

OR

2.2 BOTH of the following

e Medically or surgically unresectable tumor

o Diagnosis of Stage IV disease

AND

3 - One of the following:

3.1 Patient with non-clear cell histology

OR

3.2 Both of the following:

3.2.1 Patient with predominantly clear cell histology

AND

3.2.2 History of failure, contraindication, or intolerance to at least one prior systemic therapy
[e.g., Nexavar (sorafenib), Sutent (sunitinib), Opdivo (nivolumab), Cabometyx (cabozantinib)]

Product Name: Brand Afinitor, generic everolimus, Afinitor Disperz

Diagnosis Renal cell cancer

Approval Length 12 month(s)
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Therapy Stage

Reauthorization

Guideline Type

Prior Authorization

Approval Criteria

1 - Patient does not show evidence of progressive disease while on Afinitor therapy

Product Name: Brand Afinitor, generic everolimus, Afinitor Disperz

Diagnosis

Renal Angiomyolipoma with Tuberous Sclerosis Complex

Approval Length

12 month(s)

Therapy Stage

Initial Authorization

Guideline Type

Prior Authorization

Approval Criteria

1 - Diagnosis of renal angiomyolipoma and tuberous sclerosis complex (TSC), not requiring

immediate surgery

Product Name: Brand Afinitor, generic everolimus, Afinitor Disperz

Diagnosis

Renal Angiomyolipoma with Tuberous Sclerosis Complex

Approval Length

12 month(s)

Therapy Stage

Reauthorization

Guideline Type

Prior Authorization

Approval Criteria

1 - Patient does not show evidence of progressive disease while on Afinitor therapy

Product Name: Brand Afinitor, generic everolimus, Afinitor Disperz

Diagnosis

Subependymal Giant Cell Astrocytoma Associated with Tuberous
Sclerosis Complex

Approval Length

12 month(s)

Therapy Stage

Initial Authorization

Guideline Type

Prior Authorization

Page 68



Approval Criteria
1 - Diagnosis of subependymal giant cell astrocytoma (SEGA) associated with tuberous
sclerosis (TS)

AND

2 - Patient is not a candidate for curative surgical resection

Product Name: Brand Afinitor, generic everolimus, Afinitor Disperz

Diagnosis Subependymal Giant Cell Astrocytoma Associated with Tuberous
Sclerosis Complex

Approval Length 12 month(s)

Therapy Stage Reauthorization

Guideline Type Prior Authorization

Approval Criteria

1 - Patient does not show evidence of progressive disease while on Afinitor therapy

Product Name: Brand Afinitor, generic everolimus, Afinitor Disperz

Diagnosis Waldenstroms Macroglobulinemia or Lymphoplasmacytic Lymphoma
Approval Length 12 month(s)

Therapy Stage Initial Authorization

Guideline Type Prior Authorization

Approval Criteria
1 - Diagnosis of one of the following:

e Waldenstréms macroglobulinemia
e Lymphoplasmacytic lymphoma
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AND

2 - One of the following:

o Disease is non-responsive to primary treatment
o Disease is progressive
o Disease has relapsed

Product Name: Brand Afinitor, generic everolimus, Afinitor Disperz

Diagnosis Waldenstroms Macroglobulinemia or Lymphoplasmacytic Lymphoma
Approval Length 12 month(s)

Therapy Stage Reauthorization

Guideline Type Prior Authorization

Approval Criteria

1 - Patient does not show evidence of progressive disease while on Afinitor therapy

Product Name: Brand Afinitor, generic everolimus, Afinitor Disperz

Diagnosis Breast Cancer
Approval Length 12 month(s)
Therapy Stage Initial Authorization
Guideline Type Prior Authorization

Approval Criteria

1 - Diagnosis of breast cancer

AND

2 - One of the following:

2.1 Disease is recurrent

Page 70



OR

2.2 Disease is metastatic

AND

3 - One of the following:

3.1 Disease is hormone receptor positive (HR+) [i.e., estrogen-receptor-positive (ER+) or

progesterone-receptor-positive (PR+)]

OR

3.2 BOTH of the following:

o Disease is hormone receptor negative (HR-)

o Disease has clinical characteristics that predict a HR+ tumor

AND

4 - Disease is human epidermal growth factor receptor 2 (HER2)-negative

AND

5 - One of the following:

5.1 Patient is a postmenopausal woman

OR

5.2 BOTH of the following:

o Patient is a premenopausal woman
e Patient is being treated with ovarian ablation/suppression
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OR

5.3 Patient is male

AND

6 - One of the following:
6.1 Both of the following:

6.1.1 Used in combination with Aromasin (exemestane)

AND

6.1.2 One of the following:
6.1.2.1 Disease progressed while on or within 12 months of non-steroidal aromatase

inhibitor [e.g., Arimidex (anastrozole), Femara (letrozole)] therapy

OR
6.1.2.2 Patient was treated with tamoxifen at any time
OR
6.2 Used in combination with ONE of the following:

e Fulvestrant
e Tamoxifen

Product Name: Brand Afinitor, generic everolimus, Afinitor Disperz

Diagnosis Breast Cancer
Approval Length 12 month(s)
Therapy Stage Reauthorization
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Guideline Type Prior Authorization

Approval Criteria

1 - Patient does not show evidence of progressive disease while on Afinitor therapy

Product Name: Brand Afinitor, generic everolimus, Afinitor Disperz

Diagnosis Hodgkin Lymphoma
Approval Length 12 month(s)
Therapy Stage Initial Authorization
Guideline Type Prior Authorization

Approval Criteria

1 - Diagnosis of classical Hodgkin lymphoma

AND

2 - ONE of the following:

o Disease is refractory
e Disease has relapsed

Product Name: Brand Afinitor, generic everolimus, Afinitor Disperz

Diagnosis Hodgkin Lymphoma
Approval Length 12 month(s)
Therapy Stage Reauthorization
Guideline Type Prior Authorization

Approval Criteria

1 - Patient does not show evidence of progressive disease while on Afinitor therapy
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Product Name: Brand Afinitor, generic everolimus, Afinitor Disperz

Diagnosis PEComa (perivascular epitheliod cell tumor), recurrent

stromal tumor (GIST)

angiomyolipoma, lymphangioleiomyomatosis, or gastrointestinal

Approval Length 12 month(s)
Therapy Stage Initial Authorization
Guideline Type Prior Authorization

Approval Criteria

1 - Diagnosis of PEComa (perivascular epitheliod cell tumor)

OR
2 - Diagnosis of recurrent angiomyolipoma

OR
3 - Diagnosis of lymphangioleiomyomatosis

OR

4 - All of the following:

4.1 Diagnosis of Gastrointestinal Stromal Tumor (GIST)

AND

4.2 Disease has progressed after single agent therapy with ONE of the following:

e Gleevec (imatinib)
e Sutent (sunitinib)
e Stivarga (regorafenib)

AND
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4.3 Used in combination with ONE of the following:

e Gleevec (imatinib)
e Sutent (sunitinib)
o Stivarga (regorafenib)

Product Name: Brand Afinitor, generic everolimus, Afinitor Disperz

Diagnosis PEComa (perivascular epitheliod cell tumor), recurrent
angiomyolipoma, lymphangioleiomyomatosis, or gastrointestinal
stromal tumor (GIST)

Approval Length 12 month(s)
Therapy Stage Reauthorization
Guideline Type Prior Authorization

Approval Criteria

1 - Patient does not show evidence of progressive disease while on Afinitor therapy

Product Name: Brand Afinitor, generic everolimus, Afinitor Disperz

Diagnosis Thymic Carcinoma or Thymoma
Approval Length 12 month(s)

Therapy Stage Initial Authorization

Guideline Type Prior Authorization

Approval Criteria

1 - One of the following:
e Diagnosis of thymic carcinoma
o Diagnosis of thymoma

AND

2 - ONE of the following:
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2.1 History of failure, contraindication, or intolerance to at least one prior first-line

chemotherapy regimen

OR

2.2 Patient has extrathoracic metastatic disease

Product Name: Brand Afinitor, generic everolimus, Afinitor Disperz

Diagnosis

Thymic Carcinoma or Thymoma

Approval Length

12 month(s)

Therapy Stage

Reauthorization

Guideline Type

Prior Authorization

Approval Criteria

1 - Patient does not show evidence of progressive disease while on Afinitor therapy

Product Name: Brand Afinitor, generic everolimus, Afinitor Disperz

Diagnosis

Follicular carcinoma, Hurthle cell carcinoma, or papillary carcinoma

Approval Length

12 month(s)

Therapy Stage

Initial Authorization

Guideline Type

Prior Authorization

Approval Criteria

1 - Diagnosis of ONE of the following:

¢ Follicular carcinoma
e Hirthle cell carcinoma
e Papillary carcinoma

2 - ONE of the following:

AND
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e Unresectable locoregional recurrent disease
o Persistent disease
e Metastatic disease

AND
3 - ONE of the following:
o Patient has symptomatic disease
o Patient has progressive disease
AND

4 - Disease is refractory to radioactive iodine treatment

Product Name: Brand Afinitor, generic everolimus, Afinitor Disperz

Diagnosis Follicular carcinoma, Hurthle cell carcinoma, or papillary carcinoma
Approval Length 12 month(s)

Therapy Stage Reauthorization

Guideline Type Prior Authorization

Approval Criteria

1 - Patient does not show evidence of progressive disease while on Afinitor therapy

Product Name: Brand Afinitor, generic everolimus, Afinitor Disperz

Diagnosis Meningioma
Approval Length 12 month(s)
Therapy Stage Initial Authorization
Guideline Type Prior Authorization

Approval Criteria

1 - Diagnosis of meningioma
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AND

2 - Disease is recurrent or progressive

AND

3 - Surgery and/or radiation is not possible

AND

4 - Used in combination with bevacizumab (e.g., Avastin, Myasi)

Product Name: Brand Afinitor, generic everolimus, Afinitor Disperz

Diagnosis Meningioma
Approval Length 12 month(s)
Therapy Stage Reauthorization

Guideline Type

Prior Authorization

Approval Criteria

1 - Patient does not show evidence of progressive disease while on Afinitor therapy

Product Name: Brand Afinitor, generic everolimus, Afinitor Disperz

Diagnosis

Endometrial Carcinoma

Approval Length

12 month(s)

Therapy Stage

Initial Authorization

Guideline Type

Prior Authorization

Approval Criteria

1 - Diagnosis of endometrial carcinoma
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AND

2 - Used in combination with letrozole

Product Name: Brand Afinitor, generic everolimus, Afinitor Disperz

Diagnosis Endometrial Carcinoma
Approval Length 12 month(s)

Therapy Stage Reauthorization
Guideline Type Prior Authorization

Approval Criteria

1 - Patient does not show evidence of progressive disease while on Afinitor therapy

Product Name: Brand Afinitor, generic everolimus, Afinitor Disperz

Diagnosis Tuberous Sclerosis Complex associated Partial-Onset Seizures
Approval Length 12 month(s)

Therapy Stage Initial Authorization

Guideline Type Prior Authorization

Approval Criteria

1 - Diagnosis of tuberous sclerosis complex associated partial-onset seizures

AND

2 - Used as adjunctive therapy

Product Name: Brand Afinitor, generic everolimus, Afinitor Disperz

Diagnosis Tuberous Sclerosis Complex associated Partial-Onset Seizures

Approval Length 12 month(s)
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Therapy Stage

Reauthorization

Guideline Type

Prior Authorization

Approval Criteria

1 - Patient does not show evidence of progressive disease while on Afinitor therapy

Product Name: Brand Afinitor, generic everolimus, Afinitor Disperz

Diagnosis

NCCN Recommended Regimens

Approval Length

12 month(s)

Therapy Stage

Initial Authorization

Guideline Type

Prior Authorization

Approval Criteria

1 - Use supported by The National Comprehensive Cancer Network (NCCN) Drugs and
Biologics Compendium with a Category of Evidence and Consensus of 1, 2A, or 2B.

Product Name: Brand Afinitor, generic everolimus, Afinitor Disperz

Diagnosis

NCCN Recommended Regimens

Approval Length

12 month(s)

Therapy Stage

Reauthorization

Guideline Type

Prior Authorization

Approval Criteria

1 - Documentation of positive clinical response to Afinitor therapy

2 . Revision History

Date

Notes

5/12/2021

Arizona Medicaid 7.1 Implementation
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Afrezza

Medicaid - Arizona (AZM, AZMREF, AZMDDD)

£

N OPTU

GL-99427  Afrezza

M

Prior Authorization Guideline

Formulary Medicaid - Arizona (AZM, AZMREF, AZMDDD)

Formulary Note

Guideline Note:

Effective Date:

12/9/2021

1. Criteria

Product Name: Afrezza

Diagnosis

Type 1 or Type 2 diabetes mellitus

Approval Length

12 month(s)

Therapy Stage

Initial Authorization

Guideline Type

Prior Authorization

Approval Criteria

1 - One of the following:
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1.1 Diagnosis of type 1 diabetes mellitus and used in combination with a basal insulin or
continuous insulin pump

OR

1.2 Diagnosis of type 2 diabetes mellitus

AND

2 - Patient is unable to self-inject medications (e.g. Humalog, Lantus, Levemir) due to ONE of
the following:

Physical impairment

Visual impairment

Lipohypertrophy

Documented needle-phobia to the degree that the patient has previously refused any
injectable therapy or medical procedure (refer to DSM-5 for specific phobia diagnostic
criteria)

AND

3 - Forced Expiratory Volume (FEV1) within the last 60 days is greater than or equal to 70%
of expected normal as determined by the physician

AND

4 - Afrezza will not be approved in patients with ONE of the following:

e Who smoke cigarettes
e Who recently quit smoking (within the past 6 months)
e With chronic lung disease (e.g. asthma, chronic obstructive pulmonary disease)

Product Name: Afrezza

Diagnosis Type 1 or Type 2 diabetes mellitus
Approval Length 12 month(s)
Therapy Stage Reauthorization
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Guideline Type Prior Authorization

Approval Criteria

1 - Repeat pulmonary function test confirms that patient has NOT experienced a decline of
20% or more in Forced Expiratory Volume (FEV1)

AND

2 - Patient continues to be unable to self-inject short-acting insulin due to ONE of the
following:

Physical impairment

Visual impairment

Lipohypertrophy

Documented needle-phobia to the degree that the patient has previously refused any
injectable therapy or medical procedure (refer to DSM-5 for specific phobia diagnostic
criteria)

AND

3 - Patient continues to not smoke cigarettes

2 . Revision History

Date Notes

3/10/2021 Bulk Copy C&S Arizona to Arizona Standard
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Aldurazyme - Arizona

Medicaid - Arizona (AZM, AZMREF, AZMDDD)

£

) .
YOPTUM
Prior Authorization Guideline
GL-99428  Aldurazyme - Arizona

Formulary Medicaid - Arizona (AZM, AZMREF, AZMDDD)

Formulary Note

Guideline Note:

Effective Date: 12/9/2021

1. Criteria

Product Name: Aldurazyme

Approval Length 12 month(s)

Guideline Type Prior Authorization

Approval Criteria
1 - One of the following:

1.1 Confirmed diagnosis of Hurler and Hurler-Scheie forms of Mucopolysaccharidosis |
(MPS )
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1.2 Both the following:

OR

1.2.1 Confirmed diagnosis of Scheie form of Mucopolysaccharidosis | (MPS I)

AND

1.2.2 Have moderate to severe symptoms

2 . Revision History

Date

Notes

3/10/2021

Bulk Copy C&S Arizona to Arizona Standard
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Alecensa

Medicaid - Arizona SP (AZM, AZMREF, AZMDDD)

£

< OPTUM"

GL-99674  Alecensa

Prior Authorization Guideline

Formulary Medicaid - Arizona SP (AZM, AZMREF, AZMDDD)

Formulary Note

Guideline Note:

Effective Date:

12/9/2021

1. Criteria

Product Name: Alecensa

Diagnosis

Non-Small Cell Lung Cancer (NSCLC)

Approval Length

12 month(s)

Therapy Stage

Initial Authorization

Guideline Type

Prior Authorization

Approval Criteria

1 - Diagnosis of non-small cell lung cancer (NSCLC)
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AND

2 - Disease is one of the following:

e Metastatic
e Recurrent

AND

3 - Tumor is anaplastic lymphoma kinase (ALK)-positive

Product Name: Alecensa

Diagnosis

Non-Small Cell Lung Cancer (NSCLC)

Approval Length

12 month(s)

Therapy Stage

Reauthorization

Guideline Type

Prior Authorization

Approval Criteria

1 - Patient does not show evidence of progressive disease while on Alecensa therapy

Product Name: Alecensa

Diagnosis

NCCN Recommended Regimens

Approval Length

12 month(s)

Therapy Stage

Initial Authorization

Guideline Type

Prior Authorization

Approval Criteria

1 - Alecensa will be approved for uses supported by The National Comprehensive Cancer

Network (NCCN) Drugs and Biologics Compendium with a Category of Evidence and
Consensus of 1, 2A, or 2B.
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Product Name: Alecensa

Diagnosis NCCN Recommended Regimens
Approval Length 12 month(s)

Therapy Stage Reauthorization

Guideline Type Prior Authorization

Approval Criteria

1 - Documentation of positive clinical response to Alecensa therapy

2 . Revision History

Date Notes

6/3/2021 7/1 Implementation
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Alinia

Medicaid - Arizona (AZM, AZMREF, AZMDDD)

£

< OPTUM"

GL-99429  Alinia

Prior Authorization Guideline

Formulary Medicaid - Arizona (AZM, AZMREF, AZMDDD)

Formulary Note

Guideline Note:

Effective Date:

12/9/2021

1. Criteria

Product Name: Brand Alinia, generic nitazoxanide

Diagnosis

Diarrhea caused by Giardia lamblia

Approval Length

3 Day(s)

Guideline Type

Prior Authorization

Approval Criteria

1 - Diagnosis of giardiasis
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AND

2 - History of failure, contraindication, or intolerance to metronidazole

Product Name: Brand Alinia, generic nitazoxanide

Diagnosis Diarrhea caused by Cryptosporidium parvum
Approval Length 12 month(s)
Guideline Type Prior Authorization

Approval Criteria

1 - Diagnosis of cryptosporidiosis

2 . Revision History

Date Notes

3/10/2021 Bulk Copy C&S Arizona to Arizona Standard
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Alpha Interferons - AZM

Medicaid - Arizona SP (AZM, AZMREF, AZMDDD)

l\
YOPTUM
Prior Authorization Guideline
GL-105169 Alpha Interferons - AZM

Formulary Medicaid - Arizona SP (AZM, AZMREF, AZMDDD)

Formulary Note

Guideline Note:

Effective Date: 4/1/2022

1. Criteria

Product Name: Intron A

Approval Length 12 month(s)

Guideline Type Prior Authorization

Approval Criteria

1 - Submission of medical records (e.g., chart notes, lab work, imaging) documenting
diagnosis of hairy cell leukemia

OR
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2 - Submission of medical records (e.g., chart notes, lab work, imaging) documenting
diagnosis of condylomata acuminata (genital or perianal)

OR

3 - Submission of medical records (e.g., chart notes, lab work, imaging) documenting
diagnosis of AIDS-related Kaposi's sarcoma

OR

4 - Submission of medical records (e.g., chart notes, lab work, imaging) documenting
diagnosis of leptomeningeal metastases

OR

5 - Submission of medical records (e.g., chart notes, lab work, imaging) documenting
diagnosis of meningiomas

OR

6 - Submission of medical records (e.g., chart notes, lab work, imaging) documenting
diagnosis of kidney cancer

OR

7 - Submission of medical records (e.g., chart notes, lab work, imaging) documenting
treatment of myeloproliferative neoplasms (MPNs) such as essential thrombocythemia (ET),
polycythemia vera (PV), or primary myelofibrosis (PM)

OR

8 - Submission of medical records (e.g., chart notes, lab work, imaging) documenting
diagnosis of follicular lymphoma
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9 - Submission of medical records (e.g., chart notes, lab work, imaging) documenting

OR

diagnosis of adult T-cell leukemia, lymphoma

10 - Submission of medical records (e.g., chart notes, lab work, imaging) documenting
diagnosis of mycosis fungoides, Sézary syndrome

11 - Submission of medical records (e.g., chart notes, lab work, imaging) documenting
diagnosis of desmoid tumors/aggressive fibromatosis

12 - Submission of medical records (e.g., chart notes, lab work, imaging) documenting

OR

OR

OR

diagnosis of giant cell tumor of the bone

13 - Submission of medical records (e.g., chart notes, lab work, imaging) documenting

OR

diagnosis of malignant melanoma

Product Name: Alferon N

Approval Length

8 Week(s)

Guideline Type

Prior Authorization

Approval Criteria

1 - Submission of medical records (e.g., chart notes, lab work, imaging) documenting
treatment of refractory or recurring external condylomata acuminata (genital or venereal
warts) due to the human papillomavirus (HPV) infection
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2 . Revision History

Date Notes
3/24/2022 Removed Sylatron from guideline, Added Submission of Medical Rec
ords
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Alzheimer's Agents - AZM

Medicaid - Arizona (AZM, AZMREF, AZMDDD)

£

< OPTUM"

Prior Authorization Guideline

GL-109871  Alzheimer's Agents - AZM

Formulary Medicaid - Arizona (AZM, AZMREF, AZMDDD)

Formulary Note

Guideline Note:

Effective Date:

7/2712022

1. Criteria

Product Name: Brand Aricept, generic donepezil, Brand Namenda/Namenda XR, generic
memantine/memantine XR, Brand Razadyne, generic galantamine hydrobromide, Brand
Razadyne ER, generic galantamine ER

Approval Length

12 month(s)

Guideline Type

Prior Authorization

Approval Criteria

1 - Diagnosis of dementia of the Alzheimer’s type

Product Name: Brand Exelon, generic rivastigmine
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Approval Length

12 month(s)

Guideline Type

Prior Authorization

Approval Criteria

1 - Diagnosis of dementia of the Alzheimer’s type

OR

2 - Diagnosis of dementia associated with Parkinson’s disease

Product Name: Adlarity

Approval Length

12 month(s)

Guideline Type

Prior Authorization

Approval Criteria

1 - Diagnosis of dementia of the Alzheimer’s type

2 - One of the following:

2.1 History of failure, contraindication or intolerance to ALL of the following preferred drugs*

AND

(verified via paid pharmacy claims):

generic donepezil

generic galantamine IR/ER
generic memantine
generic oral rivastigmine

OR

2.2 Both of the following:

2.2.1 History of failure, contraindication or intolerance to generic rivastigmine patch*

(verified via paid pharmacy claims)
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AND

2.2.2 Patient is unable to swallow oral formulations or has documented swallowing
difficulties

Notes *PA may be required

2 . Revision History

Date Notes

712712022 Added XR formulations of Namenda/memantine to product name sec
tion. No change to criteria.
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Ampyra

Medicaid - Arizona SP (AZM, AZMREF, AZMDDD)

£

< OPTUM"

GL-99666 Ampyra

Prior Authorization Guideline

Formulary Medicaid - Arizona SP (AZM, AZMREF, AZMDDD)

Formulary Note

Guideline Note:

Effective Date:

12/9/2021

1. Criteria

Product Name: Brand Ampyra, generic dalfampridine ER

Diagnosis

Multiple Sclerosis

Approval Length

12 month(s)

Therapy Stage

Initial Authorization

Guideline Type

Prior Authorization

Approval Criteria

1 - Diagnosis of multiple sclerosis
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AND

2 - Physician confirmation that patient has difficulty walking (e.g., timed 25-foot walk test)

Product Name: Brand Ampyra, generic dalfampridine ER

Diagnosis Multiple Sclerosis
Approval Length 12 month(s)
Therapy Stage Reauthorization
Guideline Type Prior Authorization

Approval Criteria

1 - Physician confirmation that the patient’s walking improved with Ampyra therapy

2 . Revision History

Date Notes

3/18/2021 Bulk Copy C&S Arizona SP to Medicaid Arizona SP for 7/1 eff
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Amuvuttra (vutrisiran)

Medicaid - Arizona SP (AZM, AZMREF, AZMDDD)

N OPTUM
Prior Authorization Guideline
GL-114478  Amvuttra (vutrisiran)

Formulary Medicaid - Arizona SP (AZM, AZMREF, AZMDDD)

Formulary Note

Guideline Note:

Effective Date: 10/1/2022

1. Criteria

Product Name: Amvuttra

Approval Length 12 month(s)
Therapy Stage Initial Authorization
Guideline Type Prior Authorization

Approval Criteria

1 - Submission of documentation (e.g., chart notes) confirming diagnosis of hereditary
transthyretin-mediated amyloidosis (hATTR amyloidosis) with polyneuropathy
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AND
2 - Patient has a transthyretin (TTR) mutation (e.g., V30M)
AND
3 - Two of the following:
o Patient has a baseline polyneuropathy disability (PND) score less than or equal to IlIb
o Patient has a baseline familial amyloidotic polyneuropathy (FAP) stage of 1 or 2
o Patient has a baseline neuropathy impairment score (NIS) greater than or equal to 5
and less than or equal to 130

o Patient has a baseline Karnofsky Performance Status score greater than or equal to
60%

AND

4 - Presence of clinical signs and symptoms of the disease (e.qg., peripheral/autonomic
neuropathy, walking ability, quality of life)

AND

5 - Patient has not had a liver transplant

AND

6 - Prescribed by or in consultation with a neurologist

Product Name: Amvuttra

Approval Length 12 month(s)
Therapy Stage Reauthorization
Guideline Type Prior Authorization
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Approval Criteria

1 - Submission of documentation (e.g., chart notes) confirming positive clinical response to
therapy as evidenced by an improvement in clinical signs and symptoms from baseline (e.g.,
neuropathy, quality of life, gait speed, nutritional status, decrease in serum TTR level)

AND

2 - Two of the following:

o Patient continues to have a polyneuropathy disability (PND) score less than or equal
to llib

o Patient continues to have a familial amyloidotic polyneuropathy (FAP) stage of 1 or 2

o Patient continues to have a neuropathy impairment score (NIS) greater than or equal
to 5 and less than or equal to 130

o Patient continues to have a Karnofsky Performance Status score greater than or equal
to 60%

2 . Revision History

Date Notes

9/26/2022 New Program

Page 102



Anthelmintics - Arizona

Medicaid - Arizona (AZM, AZMREF, AZMDDD)

£

< OPTUM"

Prior Authorization Guideline

GL-99431  Anthelmintics - Arizona

Formulary Medicaid - Arizona (AZM, AZMREF, AZMDDD)

Formulary Note

Guideline Note:

Effective Date:

12/9/2021

1. Criteria

Product Name: Brand Albenza, generic albendazole

Diagnosis

See Note section*

Approval Length

1 month(s)

Guideline Type

Prior Authorization

Approval Criteria

1 - Diagnosis of Enterobius vermicularis (pinworm)
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OR

2 - Diagnosis of Hydatid Disease [Echinococcosis (Tapeworm)]

OR

3 - Diagnosis of Ancylostoma/Necatoriasis (Hookworm)

OR

4 - Diagnosis of Ascariasis (Roundworm)

OR

5 - Diagnosis of Mansonella perstans (Filariasis)

OR
6 - Diagnosis of Toxocariasis (Roundworm)

OR
7 - Diagnosis of Trichinellosis

OR
8 - Diagnosis of Trichuriasis (Whipworm)

OR

9 - Diagnosis of Capillariasis
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Notes * Enterobius vermicularis (pinworm), Hydatid Disease [Echinococcosis
(Tapeworm)] Ancylostoma/Necatoriasis (Hookworm), Ascariasis (Rou
ndworm), Mansonella perstans (Filariasis), Toxocariasis (Roundworm)
, Trichinellosis, Trichuriasis (Whipworm), Capillariasis

Product Name: Brand Albenza, generic albendazole

Diagnosis Neurocysticercosis
Approval Length 6 month(s)
Guideline Type Prior Authorization

Approval Criteria

1 - Diagnosis of neurocysticercosis

Product Name: Brand Stromectol, generic ivermectin

Approval Length 1 month(s)

Guideline Type Prior Authorization

Approval Criteria

1 - Diagnosis of intestinal strongyloidiasis due to the nematode parasite Strongyloides
stercoralis

OR

2 - Diagnosis of onchocerciasis due to the nematode parasite Onchocerca volvulus

2 . Revision History

Date Notes

3/10/2021 Bulk Copy C&S Arizona to Arizona Standard
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Anticonvulsants - AZM

Medicaid - Arizona (AZM, AZMREF, AZMDDD)

£

< OPTUM"

Prior Authorization Guideline

GL-107448  Anticonvulsants - AZM

Formulary Medicaid - Arizona (AZM, AZMREF, AZMDDD)

Formulary Note

Guideline Note:

Effective Date:

6/1/2022

1. Criteria

Product Name: Aptiom, Briviact, Brand Vimpat, generic lacosamide, Xcopri

Approval Length

12 month(s)

Guideline Type

Prior Authorization

Approval Criteria

the following:

1.1 All of the following:

1 - Submission of medical records (e.g., chart notes, lab work, imaging) documenting ONE of

1.1.1 Diagnosis of partial-onset seizures
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AND

1.1.2 History of greater than or equal to 8 week trial of at least TWO of the following (any
release formulation qualifies):

Carbamazepine*
Divalproex*
Gabapentin*
Lamotrigine*
Levetiracetam*
Oxcarbazepine*
Phenytoin*
Pregabalin*
Topiramate*
Valproic acid*
Zonisamide*

AND

1.1.3 One of the following:

1.1.3.3 Trial and failure, contraindication, or intolerance to generic lacosamide (APPLIES
TO BRAND VIMPAT ONLY)

AND

1.1.3.1 Both of the following:
o Documented history of persisting seizures after titration to the highest tolerated dose

with each medication trial
e Lack of compliance as a reason for treatment failure has been ruled out

OR

1.1.3.2 Both of the following:

e Documentation of failure due to intolerable side effects.
e Reasonable efforts were made to minimize the side effect (e.g. change timing of
dosing, divide dose out for more frequent but smaller doses, etc.)
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1.2 For continuation of prior therapy for a seizure disorder

OR

Notes

*Drug may require PA

Product Name: Fycompa

Approval Length

12 month(s)

Guideline Type

Prior Authorization

Approval Criteria

1 - Submission of medical records (e.g., chart notes, lab work, imaging) documenting ONE of

the following:

1.1 All of the following:

1.1.1 Diagnosis of partial-onset or primary generalized tonic-clonic seizures

1.1.2 History of greater than or equal to 8 week trial of at least TWO of the following (any

release formulation qualifies):

Divalproex*
Gabapentin*
Lamotrigine*

Phenytoin*
Pregabalin*
Topiramate*
Valproic acid*
Zonisamide*

Levetiracetam*
Oxcarbazepine*

Carbamazepine*

1.1.3 One of the following:

AND

AND
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1.1.3.1 Both of the following:

o Documented history of persisting seizures after titration to the highest tolerated dose
with each medication trial
e Lack of compliance as a reason for treatment failure has been ruled out

OR

1.1.3.2 Both of the following:

e Documentation of failure due to intolerable side effects.
o Reasonable efforts were made to minimize the side effect (e.g. change timing of
dosing, divide dose out for more frequent but smaller doses, etc.)

OR

1.2 For continuation of prior therapy for a seizure disorder

Notes *Drug may require PA

Product Name: Epidiolex

Approval Length 12 month(s)

Guideline Type Prior Authorization

Approval Criteria

1 - Submission of medical records (e.g., chart notes, lab work, imaging) documenting ONE of
the following:

1.1 Diagnosis of seizures associated with Dravet syndrome or tuberous sclerosis complex

OR

1.2 All of the following:

1.2.1 Diagnosis of seizures associated with Lennox-Gastaut syndrome
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AND

1.2.2 History of greater than or equal to 8 week trial, contraindication or intolerance of at
least TWO of the following (any release formulation qualifies):

Banzel (rufinamide)*
Clobazam*
Divalproex*
Felbamate*
Lamotrigine*
Topiramate*
Valproic acid*

AND

1.2.3 One of the following:
1.2.3.1 Both of the following:

o Documented history of persisting seizures after titration to the highest tolerated dose
with each medication trial
e Lack of compliance as a reason for treatment failure has been ruled out

OR
1.2.3.2 Both of the following:
e« Documentation of failure due to intolerable side effects.

e Reasonable efforts were made to minimize the side effect (e.g. change timing of
dosing, divide dose out for more frequent but smaller doses, etc.)

OR

1.3 For continuation of prior therapy for a seizure disorder

Notes *Drug may require PA

Product Name: Brand Onfi, generic clobazam
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Approval Length 12 month(s)

Guideline Type Prior Authorization

Approval Criteria

1 - Submission of medical records (e.g., chart notes, lab work, imaging) documenting one of
the following:

1.1 Diagnosis of seizures associated with Lennox-Gastaut syndrome

OR
1.2 Both of the following:
o Diagnosis of Dravet syndrome
o Patient is currently taking Diacomit
OR

2 - For continuation of prior therapy for a seizure disorder

Product Name: Brand Banzel, generic rufinamide

Approval Length 12 month(s)

Guideline Type Prior Authorization

Approval Criteria
1 - Submission of medical records (e.g., chart notes, lab work, imaging) documenting
diagnosis of seizures associated with Lennox-Gastaut syndrome

OR

2 - For continuation of prior therapy for a seizure disorder

Product Name: Brand Gabitril, generic tiagabine
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Approval Length 12 month(s)

Guideline Type Prior Authorization

Approval Criteria

1 - Submission of medical records (e.g., chart notes, lab work, imaging) documenting ONE of
the following:

1.1 All of the following:

1.1.1 Diagnosis of partial-onset seizures

AND

1.1.2 Used as adjunctive therapy (defined as accessory treatment used in combination to
enhance primary treatment)

AND

1.1.3 Not used as primary treatment

AND

1.1.4 History of greater than or equal to 8 week trial of at least TWO of the following (any
release formulation qualifies):

Carbamazepine*
Divalproex*
Gabapentin*
Lamotrigine*
Levetiracetam*
Oxcarbazepine*
Phenytoin*
Pregabalin*
Topiramate*
Valproic acid*
Zonisamide*

OR
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1.2 For continuation of prior therapy for a seizure disorder

Notes *Drug may require PA

Product Name: Sympazan

Approval Length 12 month(s)

Guideline Type Prior Authorization

Approval Criteria

1 - Submission of medical records (e.g., chart notes, lab work, imaging) documenting ONE of
the following:

1.1 ALL of the following:

1.1.1 Diagnosis of seizures associated with Lennox-Gastaut syndrome (LGS)

AND

1.1.2 BOTH of the following:

e Used as adjunctive therapy (defined as accessory treatment used in combination to
enhance primary treatment.)
e Not used as primary treatment

AND

1.1.3 History of greater than or equal to 8 week trial, contraindication or intolerance of at
least TWO of the following (any release formulation qualifies):

Divalproex*
Lamotrigine*
Topiramate*
Valproic acid*
Felbamate*
Banzel*

AND
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1.1.4 Prescriber provides a reason or special circumstance the patient cannot use generic
clobazam tablets or suspension

OR

1.2 ALL of the following:

1.2.1 Diagnosis of refractory partial onset seizures (four or more uncontrolled seizures per
month after an adequate trial of at least two antiepileptic drugs)

AND

1.2.2 BOTH of the following:

e Used as adjunctive therapy (defined as accessory treatment used in combination to
enhance primary treatment.)
e Not used as primary treatment

AND

1.2.3 History of greater than or equal to 8 week trial of at least TWO of the following (any
release formulation qualifies):

Carbamazepine*
Divalproex*
Gabapentin*
Lamotrigine*
Levetiracetam*
Oxcarbazepine*
Phenytoin*
Pregabalin*
Topiramate*
Valproic acid*
Zonisamide*

AND

1.2.4 Prescriber provides a reason or special circumstance the patient cannot use generic
clobazam tablets or suspension
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OR

1.3 ALL of the following:

1.3.1 Diagnosis of Dravet syndrome

AND

1.3.2 Patient is currently taking Diacomit

AND

1.3.3 Prescriber provides a reason or special circumstance the patient cannot use generic
clobazam tablets or suspension

OR

1.4 For continuation of prior therapy for a seizure disorder

Notes *Drug may require PA

Product Name: Brand Sabril Oral Solution, generic vigabatrin oral solution, generic vigadrone
oral solution

Approval Length 12 month(s)

Guideline Type Prior Authorization

Approval Criteria

1 - Submission of medical records (e.g., chart notes, lab work, imaging) documenting
diagnosis of infantile spasms

OR
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2 - Submission of medical records (e.g., chart notes, lab work, imaging) documenting all of the

following:

2.1 Diagnosis of complex partial seizures

AND

2.2 Used as adjunctive therapy (defined as accessory treatment used in combination to
enhance primary treatment)

AND

2.3 Not used as primary treatment

AND

2.4 History of greater than or equal to 8 week trial of at least TWO of the following (any
release formulation qualifies):

Carbamazepine*
Divalproex*
Gabapentin*
Lamotrigine*
Levetiracetam*
Oxcarbazepine*
Phenytoin*
Pregabalin*
Topiramate*
Valproic acid*
Zonisamide*

OR

3 - For continuation of prior therapy for a seizure disorder

Notes

*Drug may require PA

Product Name: Brand Sabril Tablets, generic vigabatrin tablets

Approval Length 12 month(s)
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Guideline Type Prior Authorization

Approval Criteria

1 - Submission of medical records (e.g., chart notes, lab work, imaging) documenting ONE of
the following:

1.1 All of the following:

1.1.1 Diagnosis of complex partial seizures

AND

1.1.2 Used as adjunctive therapy (defined as accessory treatment used in combination to
enhance primary treatment)

AND

1.1.3 Not used as primary treatment

AND

1.1.4 History of greater than or equal to 8 week trial of at least TWO of the following (any
release formulation qualifies):

Carbamazepine*
Divalproex*
Gabapentin*
Lamotrigine*
Levetiracetam*
Oxcarbazepine*
Phenytoin*
Pregabalin*
Topiramate*
Valproic acid*
Zonisamide*

OR

1.2 For continuation of prior therapy for a seizure disorder
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Notes *Drug may require PA

Product Name: Diacomit

Approval Length 12 month(s)

Guideline Type Prior Authorization

Approval Criteria
1 - Submission of medical records (e.g., chart notes, lab work, imaging) documenting
diagnosis of Dravet syndrome and currently taking clobazam

OR

2 - For continuation of prior therapy for a seizure disorder

Product Name: Fintepla

Approval Length 12 month(s)

Guideline Type Prior Authorization

Approval Criteria

1 - Submission of medical records (e.g., chart notes, lab work, imaging) documenting ALL of
the following:

1.1 Diagnosis of seizures associated with Dravet syndrome

AND

1.2 History of greater than or equal to 8-week trial of at least TWO of the following (any
release formulation qualifies):

Divalproex (e.g., generic Depakote)
Levetiracetam (e.g., generic Keppra)
Topiramate (e.g., generic Topamax)
Valproic acid (e.g., generic Depakene)
Zonisamide (generic Zonegran)
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AND

1.3 ONE of the following:
1.3.1 BOTH of the following:

1.3.1.1 Documented history of persisting seizures after titration to the highest tolerated

dose with each medication trial

AND

1.3.1.2 Lack of compliance as a reason for treatment failure has been ruled out

OR

1.3.2 BOTH of the following:

1.3.2.1 Documentation of failure due to intolerable side effects

AND

1.3.2.2 Reasonable efforts were made to minimize the side effect (e.g., change timing of
dosing, divide dose out for more frequent but smaller doses, etc.)

OR
2 - Submission of medical records (e.g., chart notes, lab work, imaging) documenting ALL of

the following:

2.1 Diagnosis of seizures associated with Lennox-Gastaut syndrome
AND
2.2 History of greater than or equal to 8 week trial, contraindication or intolerance of at least

TWO of the following (any release formulation qualifies):

e Banzel (rufinamide)*
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Clobazam*
Divalproex*
Felbamate*
Lamotrigine*
Topiramate*
Valproic Acid*

AND

2.3 ONE of the following:
2.3.1 BOTH of the following:

o Documented history of persisting seizures after titration to the highest tolerated dose
with each medication trial
e Lack of compliance as a reason for treatment failure has been ruled out

OR
2.3.2 BOTH of the following:
o Documentation of failure due to intolerable side effects
e Lack of compliance as a reason for treatment failure has been ruled out

OR

3 - For continuation of prior therapy for a seizure disorder

Notes *Drug may require PA

2 . Revision History

Date Notes

5/24/2022 Added generic lacosamide as target. Added criteria for Fintepla's ne
w indication of Lennox-Gastaut Syndrome
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Medicaid - Arizona SP (AZM, AZMREF, AZMDDD)

i,

N OPTUM"

Prior Authorization Guideline

GL-107448 Anticonvulsants - AZM

Formulary Medicaid - Arizona SP (AZM, AZMREF, AZMDDD)

Formulary Note

Guideline Note:

Effective Date:

6/1/2022

1. Criteria

Product Name: Aptiom, Briviact, Brand Vimpat, generic lacosamide, Xcopri

Approval Length

12 month(s)

Guideline Type

Prior Authorization

Approval Criteria

the following:

1.1 All of the following:

1 - Submission of medical records (e.g., chart notes, lab work, imaging) documenting ONE of

1.1.1 Diagnosis of partial-onset seizures
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AND

1.1.2 History of greater than or equal to 8 week trial of at least TWO of the following (any
release formulation qualifies):

Carbamazepine*
Divalproex*
Gabapentin*
Lamotrigine*
Levetiracetam*
Oxcarbazepine*
Phenytoin*
Pregabalin*
Topiramate*
Valproic acid*
Zonisamide*

AND

1.1.3 One of the following:

1.1.3.3 Trial and failure, contraindication, or intolerance to generic lacosamide (APPLIES
TO BRAND VIMPAT ONLY)

AND

1.1.3.1 Both of the following:
o Documented history of persisting seizures after titration to the highest tolerated dose

with each medication trial
e Lack of compliance as a reason for treatment failure has been ruled out

OR

1.1.3.2 Both of the following:

e Documentation of failure due to intolerable side effects.
e Reasonable efforts were made to minimize the side effect (e.g. change timing of
dosing, divide dose out for more frequent but smaller doses, etc.)
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1.2 For continuation of prior therapy for a seizure disorder

OR

Notes

*Drug may require PA

Product Name: Fycompa

Approval Length

12 month(s)

Guideline Type

Prior Authorization

Approval Criteria

1 - Submission of medical records (e.g., chart notes, lab work, imaging) documenting ONE of

the following:

1.1 All of the following:

1.1.1 Diagnosis of partial-onset or primary generalized tonic-clonic seizures

1.1.2 History of greater than or equal to 8 week trial of at least TWO of the following (any

release formulation qualifies):

Divalproex*
Gabapentin*
Lamotrigine*

Phenytoin*
Pregabalin*
Topiramate*
Valproic acid*
Zonisamide*

Levetiracetam*
Oxcarbazepine*

Carbamazepine*

1.1.3 One of the following:

AND

AND
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1.1.3.1 Both of the following:

o Documented history of persisting seizures after titration to the highest tolerated dose
with each medication trial
e Lack of compliance as a reason for treatment failure has been ruled out

OR

1.1.3.2 Both of the following:

e Documentation of failure due to intolerable side effects.
o Reasonable efforts were made to minimize the side effect (e.g. change timing of
dosing, divide dose out for more frequent but smaller doses, etc.)

OR

1.2 For continuation of prior therapy for a seizure disorder

Notes *Drug may require PA

Product Name: Epidiolex

Approval Length 12 month(s)

Guideline Type Prior Authorization

Approval Criteria

1 - Submission of medical records (e.g., chart notes, lab work, imaging) documenting ONE of
the following:

1.1 Diagnosis of seizures associated with Dravet syndrome or tuberous sclerosis complex

OR

1.2 All of the following:

1.2.1 Diagnosis of seizures associated with Lennox-Gastaut syndrome

Page 124



AND

1.2.2 History of greater than or equal to 8 week trial, contraindication or intolerance of at
least TWO of the following (any release formulation qualifies):

Banzel (rufinamide)*
Clobazam*
Divalproex*
Felbamate*
Lamotrigine*
Topiramate*
Valproic acid*

AND

1.2.3 One of the following:
1.2.3.1 Both of the following:

o Documented history of persisting seizures after titration to the highest tolerated dose
with each medication trial
e Lack of compliance as a reason for treatment failure has been ruled out

OR
1.2.3.2 Both of the following:
e« Documentation of failure due to intolerable side effects.

e Reasonable efforts were made to minimize the side effect (e.g. change timing of
dosing, divide dose out for more frequent but smaller doses, etc.)

OR

1.3 For continuation of prior therapy for a seizure disorder

Notes *Drug may require PA

Product Name: Brand Onfi, generic clobazam
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Approval Length 12 month(s)

Guideline Type Prior Authorization

Approval Criteria

1 - Submission of medical records (e.g., chart notes, lab work, imaging) documenting one of
the following:

1.1 Diagnosis of seizures associated with Lennox-Gastaut syndrome

OR
1.2 Both of the following:
o Diagnosis of Dravet syndrome
o Patient is currently taking Diacomit
OR

2 - For continuation of prior therapy for a seizure disorder

Product Name: Brand Banzel, generic rufinamide

Approval Length 12 month(s)

Guideline Type Prior Authorization

Approval Criteria
1 - Submission of medical records (e.g., chart notes, lab work, imaging) documenting
diagnosis of seizures associated with Lennox-Gastaut syndrome

OR

2 - For continuation of prior therapy for a seizure disorder

Product Name: Brand Gabitril, generic tiagabine
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Approval Length 12 month(s)

Guideline Type Prior Authorization

Approval Criteria

1 - Submission of medical records (e.g., chart notes, lab work, imaging) documenting ONE of
the following:

1.1 All of the following:

1.1.1 Diagnosis of partial-onset seizures

AND

1.1.2 Used as adjunctive therapy (defined as accessory treatment used in combination to
enhance primary treatment)

AND

1.1.3 Not used as primary treatment

AND

1.1.4 History of greater than or equal to 8 week trial of at least TWO of the following (any
release formulation qualifies):

Carbamazepine*
Divalproex*
Gabapentin*
Lamotrigine*
Levetiracetam*
Oxcarbazepine*
Phenytoin*
Pregabalin*
Topiramate*
Valproic acid*
Zonisamide*

OR
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1.2 For continuation of prior therapy for a seizure disorder

Notes *Drug may require PA

Product Name: Sympazan

Approval Length 12 month(s)

Guideline Type Prior Authorization

Approval Criteria

1 - Submission of medical records (e.g., chart notes, lab work, imaging) documenting ONE of
the following:

1.1 ALL of the following:

1.1.1 Diagnosis of seizures associated with Lennox-Gastaut syndrome (LGS)

AND

1.1.2 BOTH of the following:

e Used as adjunctive therapy (defined as accessory treatment used in combination to
enhance primary treatment.)
e Not used as primary treatment

AND

1.1.3 History of greater than or equal to 8 week trial, contraindication or intolerance of at
least TWO of the following (any release formulation qualifies):

Divalproex*
Lamotrigine*
Topiramate*
Valproic acid*
Felbamate*
Banzel*

AND
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1.1.4 Prescriber provides a reason or special circumstance the patient cannot use generic
clobazam tablets or suspension

OR

1.2 ALL of the following:

1.2.1 Diagnosis of refractory partial onset seizures (four or more uncontrolled seizures per
month after an adequate trial of at least two antiepileptic drugs)

AND

1.2.2 BOTH of the following:

e Used as adjunctive therapy (defined as accessory treatment used in combination to
enhance primary treatment.)
e Not used as primary treatment

AND

1.2.3 History of greater than or equal to 8 week trial of at least TWO of the following (any
release formulation qualifies):

Carbamazepine*
Divalproex*
Gabapentin*
Lamotrigine*
Levetiracetam*
Oxcarbazepine*
Phenytoin*
Pregabalin*
Topiramate*
Valproic acid*
Zonisamide*

AND

1.2.4 Prescriber provides a reason or special circumstance the patient cannot use generic
clobazam tablets or suspension
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OR

1.3 ALL of the following:

1.3.1 Diagnosis of Dravet syndrome

AND

1.3.2 Patient is currently taking Diacomit

AND

1.3.3 Prescriber provides a reason or special circumstance the patient cannot use generic
clobazam tablets or suspension

OR

1.4 For continuation of prior therapy for a seizure disorder

Notes *Drug may require PA

Product Name: Brand Sabril Oral Solution, generic vigabatrin oral solution, generic vigadrone
oral solution

Approval Length 12 month(s)

Guideline Type Prior Authorization

Approval Criteria

1 - Submission of medical records (e.g., chart notes, lab work, imaging) documenting
diagnosis of infantile spasms

OR
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2 - Submission of medical records (e.g., chart notes, lab work, imaging) documenting all of the

following:

2.1 Diagnosis of complex partial seizures

AND

2.2 Used as adjunctive therapy (defined as accessory treatment used in combination to
enhance primary treatment)

AND

2.3 Not used as primary treatment

AND

2.4 History of greater than or equal to 8 week trial of at least TWO of the following (any
release formulation qualifies):

Carbamazepine*
Divalproex*
Gabapentin*
Lamotrigine*
Levetiracetam*
Oxcarbazepine*
Phenytoin*
Pregabalin*
Topiramate*
Valproic acid*
Zonisamide*

OR

3 - For continuation of prior therapy for a seizure disorder

Notes

*Drug may require PA

Product Name: Brand Sabril Tablets, generic vigabatrin tablets

Approval Length 12 month(s)
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Guideline Type Prior Authorization

Approval Criteria

1 - Submission of medical records (e.g., chart notes, lab work, imaging) documenting ONE of
the following:

1.1 All of the following:

1.1.1 Diagnosis of complex partial seizures

AND

1.1.2 Used as adjunctive therapy (defined as accessory treatment used in combination to
enhance primary treatment)

AND

1.1.3 Not used as primary treatment

AND

1.1.4 History of greater than or equal to 8 week trial of at least TWO of the following (any
release formulation qualifies):

Carbamazepine*
Divalproex*
Gabapentin*
Lamotrigine*
Levetiracetam*
Oxcarbazepine*
Phenytoin*
Pregabalin*
Topiramate*
Valproic acid*
Zonisamide*

OR

1.2 For continuation of prior therapy for a seizure disorder
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Notes *Drug may require PA

Product Name: Diacomit

Approval Length 12 month(s)

Guideline Type Prior Authorization

Approval Criteria
1 - Submission of medical records (e.g., chart notes, lab work, imaging) documenting
diagnosis of Dravet syndrome and currently taking clobazam

OR

2 - For continuation of prior therapy for a seizure disorder

Product Name: Fintepla

Approval Length 12 month(s)

Guideline Type Prior Authorization

Approval Criteria

1 - Submission of medical records (e.g., chart notes, lab work, imaging) documenting ALL of
the following:

1.1 Diagnosis of seizures associated with Dravet syndrome

AND

1.2 History of greater than or equal to 8-week trial of at least TWO of the following (any
release formulation qualifies):

Divalproex (e.g., generic Depakote)
Levetiracetam (e.g., generic Keppra)
Topiramate (e.g., generic Topamax)
Valproic acid (e.g., generic Depakene)
Zonisamide (generic Zonegran)
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AND

1.3 ONE of the following:
1.3.1 BOTH of the following:

1.3.1.1 Documented history of persisting seizures after titration to the highest tolerated

dose with each medication trial

AND

1.3.1.2 Lack of compliance as a reason for treatment failure has been ruled out

OR

1.3.2 BOTH of the following:

1.3.2.1 Documentation of failure due to intolerable side effects

AND

1.3.2.2 Reasonable efforts were made to minimize the side effect (e.g., change timing of
dosing, divide dose out for more frequent but smaller doses, etc.)

OR
2 - Submission of medical records (e.g., chart notes, lab work, imaging) documenting ALL of

the following:

2.1 Diagnosis of seizures associated with Lennox-Gastaut syndrome
AND
2.2 History of greater than or equal to 8 week trial, contraindication or intolerance of at least

TWO of the following (any release formulation qualifies):

e Banzel (rufinamide)*
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Clobazam*
Divalproex*
Felbamate*
Lamotrigine*
Topiramate*
Valproic Acid*

AND

2.3 ONE of the following:
2.3.1 BOTH of the following:

o Documented history of persisting seizures after titration to the highest tolerated dose
with each medication trial
e Lack of compliance as a reason for treatment failure has been ruled out

OR
2.3.2 BOTH of the following:
o Documentation of failure due to intolerable side effects
e Lack of compliance as a reason for treatment failure has been ruled out

OR

3 - For continuation of prior therapy for a seizure disorder

Notes *Drug may require PA

2 . Revision History

Date Notes

5/24/2022 Added generic lacosamide as target. Added criteria for Fintepla's ne
w indication of Lennox-Gastaut Syndrome
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Antidepressants - AZM

Medicaid - Arizona (AZM, AZMREF, AZMDDD)

-1 %
YOPTUM
Prior Authorization Guideline
GL-112734  Antidepressants - AZM

Formulary Medicaid - Arizona (AZM, AZMREF, AZMDDD)

Formulary Note

Guideline Note:
Effective Date: 8/27/2022

1. Criteria

Product Name: generic citalopram oral solution, generic fluoxetine oral solution, generic
sertraline oral conc for solution

Diagnosis Requests for Patients greater than 12 years of age
Approval Length 12 month(s)
Guideline Type Prior Authorization

Approval Criteria

1 - The member is unable to swallow the oral tablet/capsule.
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Product Name: Amitriptyline, amoxapine, bupropion tabs/SR tabs/XL tabs (150 and 300mg),
citalopram tabs/oral soln, clomipramine, desipramine, doxepin caps/oral conc for solution,
duloxetine capsules (20, 30, 60mg), escitalopram, fluoxetine caps/oral soln, fluvoxamine IR,
generic mirtazapine tabs/ODT, imipramine tabs/caps, nortriptyline caps/oral soln, paroxetine
tabs, protriptyline, sertraline tabs/oral soln, trazodone, trimipramine, venlafaxine tabs/ER
capsules

Diagnosis PREFERRED DRUG Requests for patient 6 years of age or younger
Approval Length 12 month(s)
Guideline Type Prior Authorization

Approval Criteria
1 - The patient is unresponsive to other treatment modalities, unless contraindicated (i.e.
other medications or behavioral modification attempted)

AND

2 - The physician attests that the requested medication is medically necessary. (Document
rationale for use)

Notes Drug may require PA

Product Name: Aplenzin, Brand Anafranil, Brand Celexa, generic citalopram capsules, Brand
Cymbalta, generic duloxetine 40mg caps, Drizalma , Brand Effexor XR, generic venlafaxine
ER tabs, Emsam, Fetzima, fluvoxamine ER, Brand Lexapro, maprotiline, Marplan, Brand
Nardil, generic phenelzine, nefazodone, Brand Norpramin, Brand Pamelor caps/oral soln,
Brand Parnate, generic tranylcypromine, Brand Paxil, generic paroxetine capsules, Paxil
susp, Brand Paxil CR, generic paroxetine ER, Pexeva, Brand Pristig, generic desvenlafaxine
ER, Brand Prozac, generic fluoxetine tablets, Brand Remeron SLTB, Brand Remeron,
Trintellix, Viibryd, Brand Wellbutrin SR, Brand Wellbutrin XL/Forfivo, generic bupropion ER
(XL) 450mg tabs, Brand Zoloft, generic sertraline capsules

Diagnosis Non-Preferred Drugs
Approval Length 12 month(s)
Guideline Type Prior Authorization

Approval Criteria

1 - The patient is unresponsive to other treatment modalities, unless contraindicated (i.e.
other medications or behavioral modification attempted)
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AND

2 - The physician attests that the requested medication is medically necessary. (Document
rationale for use)

AND

3 - Patient has a history of failure, contraindication or intolerance to at least 3 preferred
alternatives*

Bupropion (Generic Wellbutrin)
Bupropion SR (Generic Wellbutrin SR)
Bupropion XL (Generic Wellbutrin XL)
Citalopram (Generic Celexa)
Escitalopram Tablets (Generic Lexapro)
Esketamine (Spravato)

Fluoxetine Capsules (Generic Prozac)
Fluoxetine Solution (Generic Prozac)
Fluvoxamine Tablets (Generic Luvox)
Mirtazapine (Generic Remeron)
Paroxetine (Generic Paxil)

Sertraline (Generic Zoloft)

Trazodone (Generic Desyrel)
Venlafaxine (Generic Effexor)
Venlafaxine ER Capsules (Generic Effexor ER)

Notes

*Drug may require PA

Product Name: Brand Venlafaxine besylate ER

Diagnosis Non-Preferred Drugs
Approval Length 12 month(s)
Guideline Type Prior Authorization

Approval Criteria

1 - The patient is unresponsive to other treatment modalities, unless contraindicated (i.e.
other medications or behavioral modification attempted)
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AND

2 - The physician attests that the requested medication is medically necessary. (Document
rationale for use)

AND

3 - Patient has history of failure or intolerance to preferred generic venlafaxine or venlafaxine
ER

AND

4 - Patient has a history of failure, contraindication or intolerance to at least 2 preferred
alternatives*

Bupropion (Generic Wellbutrin)
Bupropion SR (Generic Wellbutrin SR)
Bupropion XL (Generic Wellbutrin XL)
Citalopram (Generic Celexa)
Escitalopram Tablets (Generic Lexapro)
Esketamine (Spravato)

Fluoxetine Capsules (Generic Prozac)
Fluoxetine Solution (Generic Prozac)
Fluvoxamine Tablets (Generic Luvox)
Mirtazapine (Generic Remeron)
Paroxetine (Generic Paxil)

Sertraline (Generic Zoloft)

Trazodone (Generic Desyrel)

Notes *Drug may require PA

2 . Revision History

Date Notes

8/26/2022 Removed Caplyta from guideline, drug-specific guideline created.
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Antiemetics - Arizona

Medicaid - Arizona (AZM, AZMREF, AZMDDD)

£

) .
K“YOPTUM
Prior Authorization Guideline
GL-99432  Antiemetics - Arizona

Formulary Medicaid - Arizona (AZM, AZMREF, AZMDDD)

Formulary Note

Guideline Note:
Effective Date: 12/9/2021

1. Criteria

Product Name: Anzemet, granisetron tablet, ondansetron 24mg tablet

Diagnosis Nausea and vomiting associated with cancer chemotherapy
Approval Length 12 month(s)
Guideline Type Prior Authorization

Approval Criteria

1 - Prevention or treatment of nausea and vomiting associated with cancer chemotherapy

Product Name: Anzemet, granisetron tablet, ondansetron 24mg tablet
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Diagnosis Nausea and vomiting associated with radiotherapy

Approval Length 3 month(s)

Guideline Type Prior Authorization

Approval Criteria

1 - Prevention or treatment of nausea and vomiting associated with radiotherapy (total body
irradiation, single high-dose fraction to the abdomen, or daily fractions to the abdomen)

Product Name: Anzemet, granisetron tablet, ondansetron 24mg tablet

Diagnosis Postoperative nausea and/or vomiting
Approval Length 1 month(s)
Guideline Type Prior Authorization

Approval Criteria

1 - Prevention of postoperative nausea and/or vomiting (administration prior to induction of
anesthesia)

2 . Revision History

Date Notes

3/10/2021 Bulk Copy C&S Arizona to Arizona Standard
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Antiglaucoma Agents - Arizona

Medicaid - Arizona (AZM, AZMREF, AZMDDD)

£

%
Q) .
YOPTUM
Prior Authorization Guideline
GL-99587  Antiglaucoma Agents - Arizona

Formulary Medicaid - Arizona (AZM, AZMREF, AZMDDD)

Formulary Note

Guideline Note:

Effective Date: 12/9/2021

1. Criteria

Product Name: Zioptan

Approval Length 12 month(s)

Guideline Type Prior Authorization

Approval Criteria

1 - Diagnosis of elevated intraocular pressure due to ocular hypertension or open angle
glaucoma

2 . Revision History
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Date

Notes

10/25/2021

Removed Azopt, Brand/generic Travatan Z as targets
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Antipsoriatic Agents

Medicaid - Arizona (AZM, AZMREF, AZMDDD)

£

< OPTUM"

Prior Authorization Guideline

GL-99551  Antipsoriatic Agents

Formulary Medicaid - Arizona (AZM, AZMREF, AZMDDD)

Formulary Note

Guideline Note:

Effective Date:

12/9/2021

P&T Approval Date:

P&T Revision Date:

1. Criteria

Product Name: Brand Dovonex cream, generic calcipotriene cream, Brand Calcitrene
ointment, generic calcipotriene ointment, Brand Vectical, generic calcitriol ointment

Diagnosis

Psoriasis

Approval Length

12 month(s)

Guideline Type

Prior Authorization

Approval Criteria
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1 - Diagnosis of psoriasis

AND

2 - History of failure, contraindication, or intolerance to TWO medium to Very high potency
corticosteroid topical treatments (see Table 1 in Background section)

2 . Background

Benefit/Coverage/Program Information

Table 1. Relative Potency of Selected Topical Corticosteroid Products

(Kenalog)

Drug Dosage Form Strength
Super High Potency

Augmented betamethasone Gel, Ointment 0.05%
dipropionate (Diprolene)

Clobetasol propionate (Temovate, | Cream, Solution 0.05%
Temovate E)

Halobetasol propionate Cream 0.05%
(Ultravate)

High Potency

Augmented betamethasone Cream, Lotion 0.05%
dipropionate (Diprolene,

Diprolene AF)

Betamethasone dipropionate Lotion, Ointment 0.05%
Fluocinonide (Lidex, Lidex E) Cream, Solution 0.05%
Triamcinolone acetonide Cream, Ointment 0.5%

Medium Potency
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Betamethasone valerate (Beta- Cream 0.1%
Val)
Fluocinolone acetonide (Synalar) | Cream, Ointment 0.025%
Fluticasone propionate (Cutivate) [ Cream, Lotion 0.05%
Ointment
0.005%
Hydrocortisone butyrate (Locoid) [ Ointment, Solution 0.1%
Mometasone furoate (Elocon) Cream, Ointment, 0.1%
Solution
Prednicarbate (Dermatop) Cream 0.1%
Triamcinolone acetonide ( Cream, Lotion, 0.1%
Kenalog) Ointment
Ointment
0.025%

Page 146



Antipsychotics - AZM

Medicaid - Arizona (AZM, AZMREF, AZMDDD)

N OPTUM
Prior Authorization Guideline
GL-114856  Antipsychotics - AZM

Formulary Medicaid - Arizona (AZM, AZMREF, AZMDDD)

Formulary Note

Guideline Note:
Effective Date: 10/3/2022

1. Criteria

Product Name: haloperidol concentrate, haloperidol tablets, loxapine, perphenazine,
thioridazine, thiothixene, generic pimozide, fluphenazine (tablets, concentrate and elixir),
trifluoperazine, chlorpromazine (tabs and inj), lithium carbonate (caps, tabs and oral solution),
generic lithium carbonate ER, generic aripiprazole tabs, generic ziprasidone, Latuda, generic
risperidone (tabs and oral solution), risperidone ODT tabs, generic quetiapine, generic
olanzapine (tabs and ODT tabs)

Diagnosis Preferred Antipsychotics: Children Under 6 Years Old
Approval Length 12 month(s)
Guideline Type Prior Authorization

Approval Criteria
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1 - The patient has been diagnosed per current DSM (Diagnostic and Statistical Manual of
Mental Disorders) criteria with one of the following disorders:

Bipolar Spectrum Disorder
Schizophrenic Spectrum Disorder
Tourette’s or other tic disorder
Autism Spectrum Disorder

AND

2 - The requesting clinician has documented that psychosocial issues have been evaluated
before request for antipsychotic medications

AND

3 - The requesting clinician has documented non-medication alternatives that have been
attempted before request for antipsychotic medications

AND

4 - The above documentation includes information on the expected outcomes and an
evaluation of potential adverse events

AND

5 - The patient does not have a known hypersensitivity to the requested agent

Product Name: Invega Sustenna

Approval Length 12 month(s)

Guideline Type Prior Authorization

Approval Criteria

1 - Patient has a diagnosis of schizophrenia or schizoaffective disorder
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AND

2 - ONE of the following:

2.1 BOTH of the following:

o Patient is non-adherent with oral atypical antipsychotic dosage forms
o Patient has established tolerability with oral paliperidone or oral risperidone

OR

2.2 Patient is unable to take oral solid alternatives

AND

3 - If the patient is less than 18 years of age, the prescriber attests they are aware of FDA
(Food and Drug Administration) labeling regarding use of long acting injectable antipsychotic
products in patients less than 18 years of age and feels the treatment with the requested
product is medically necessary (Document rationale for use)

Product Name: Risperdal Consta

Approval Length 12 month(s)

Guideline Type Prior Authorization

Approval Criteria

1 - Patient has ONE of the following diagnoses:
e Schizophrenia or schizoaffective disorder
e Bipolar disorder

AND

2 - ONE of the following:

2.1 BOTH of the following:
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o Patient is non-adherent with oral atypical antipsychotic dosage forms
o Patient has established tolerability with oral risperidone

OR

2.2 Patient is unable to take oral solid alternatives

AND

3 - If the patient is less than 18 years of age, the prescriber attests they are aware of FDA
(Food and Drug Administration) labeling regarding use of long acting injectable antipsychotic
products in patients less than 18 years of age and feels the treatment with the requested

product is medically necessary (Document rationale for use)

Product Name: Abilify Maintena

Approval Length 12 month(s)

Guideline Type Prior Authorization

Approval Criteria

1 - Patient has ONE of the following diagnoses:

e Schizophrenia or schizoaffective disorder
e Bipolar disorder

AND

2 - ONE of the following:

2.1 BOTH of the following:

o Patient is non-adherent with oral atypical antipsychotic dosage forms
o Patient has established tolerability with aripiprazole

OR
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2.2 Patient is unable to take oral solid alternatives

AND

3 - If the patient is less than 18 years of age, the prescriber attests they are aware of FDA
(Food and Drug Administration) labeling regarding use of long acting injectable antipsychotic
products in patients less than 18 years of age and feels the treatment with the requested
product is medically necessary (Document rationale for use)

Product Name: Invega Trinza

Approval Length 12 month(s)

Guideline Type Prior Authorization

Approval Criteria

1 - Patient has a diagnosis of schizophrenia or schizoaffective disorder

AND

2 - Patient has been treated with Invega Sustenna for at least 4 months

AND

3 - If the patient is less than 18 years of age, the prescriber attests they are aware of FDA
(Food and Drug Administration) labeling regarding use of long acting injectable antipsychotic
products in patients less than 18 years of age and feels the treatment with the requested
product is medically necessary (Document rationale for use)

Product Name: Aristada, Aristada Initio

Approval Length 12 month(s)

Guideline Type Prior Authorization

Approval Criteria
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1 - Patient has a diagnosis of schizophrenia or schizoaffective disorder

AND

2 - ONE of the following:
2.1 BOTH of the following:

o Patient is non-adherent with oral atypical antipsychotic dosage forms
o Patient has established tolerability with oral aripiprazole
OR

2.2 Patient is unable to take oral solid alternatives

AND

3 - If the patient is less than 18 years of age, the prescriber attests they are aware of FDA
(Food and Drug Administration) labeling regarding use of long acting injectable antipsychotic
products in patients less than 18 years of age and feels the treatment with the requested

product is medically necessary (Document rationale for use)

Product Name: Perseris

Approval Length 12 month(s)

Guideline Type Prior Authorization

Approval Criteria

1 - Patient has a diagnosis of schizophrenia or schizoaffective disorder

AND

2 - ONE of the following:

2.1 BOTH of the following:
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o Patient is non-adherent with oral atypical antipsychotic dosage forms
o Patient has established tolerability with oral risperidone

OR

2.2 Patient is unable to take oral solid alternatives

AND

3 - If the patient is less than 18 years of age, the prescriber attests they are aware of FDA
(Food and Drug Administration) labeling regarding use of long acting injectable antipsychotic
products in patients less than 18 years of age and feels the treatment with the requested
product is medically necessary (Document rationale for use)

Product Name: Brand Abilify tabs, Brand Clozaril tabs, Brand Geodon, Brand Haldol
decanoate inj, Brand Lithobid, Brand Orap, Brand Risperdal (tabs and oral soln), Brand
Seroquel, Brand Zyprexa, Brand Zyprexa Zydis, perphenazine-amitriptyline, molindone,
aripiprazole ODT, aripiprazole oral solution, Brand Invega, generic paliperidone, Fanapt,
Brand Seroquel XR, generic quetiapine ER, Rexulti, Saphris, Secuado, Brand Symbyax,
generic fluoxetine-olanzapine, Versacloz, Vraylar, Zyprexa Relprevv

Diagnosis Non-Preferred Drugs
Approval Length 12 month(s)
Guideline Type Prior Authorization

Approval Criteria

1 - One of the following:
1.1 All of the following:
1.1.1 ONE of the following:

1.1.1.1 Patient has a history of failure, contraindication or intolerance to at least THREE
preferred alternatives

Aripiprazole (Abilify Maintena)
Aripiprazole (Aristada Initio)
Aripiprazole (Aristada)
Aripiprazole (Generic Abilify)
Clozapine (Generic Clozaril)
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Clozapine ODT (Generic Fazaclo ODT)
Lurasidone (Latuda)

Olanzapine (Generic Zyprexa)
Olanzapine ODT (Generic Zyprexa Zydis)
paliperidone (Invega Sustenna)
paliperidone (Invega Trinza)

Quetiapine (Generic Seroquel)
Risperidone (Generic Risperdal)
Risperidone (Risperdal Consta)
Risperidone ODT (Generic Risperdal ODT)
Ziprasidone (Generic Geodon)

OR

1.1.1.2 There are no preferred formulary alternatives for the requested drug

AND

1.1.2 If the request is for a multi-source brand medication (i.e., MSC O), ONE of the
following:

1.1.2.1 BOTH of the following:

e The brand is being requested because of an adverse reaction, allergy or sensitivity to
the generic and the prescriber must attest to submitting the FDA MedWatch Form for
allergic reactions to the medications

o If there are generic product(s), the member has tried at least three (if available)

OR

1.1.2.2 ONE of the following:

e The brand is being requested due to a therapeutic failure with the generic (please
provide reason for therapeutic failure)

e The brand is being requested because transition to the generic could result in
destabilization of the patient (rationale must be provided)

e Special clinical circumstances exist that preclude the use of the generic equivalent of
the multi-source brand medication for the patient (rationale must be provided)

AND
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1.1.3 ONE of the following:

1.1.3.1 The requested drug must be used for an FDA (Food and Drug Administration)-
approved indication

OR

1.1.3.2 The use of this drug is supported by information from ONE of the following
appropriate compendia of current literature:

e Food and Drug Administration (FDA) approved indications and limits

o Published practice guidelines and treatment protocols

o Comparative data evaluating the efficacy, type and frequency of side effects and
potential drug interactions among alternative products as well as the risks, benefits
and potential member outcomes

Drug Facts and Comparisons

American Hospital Formulary Service Drug Information

United States Pharmacopeia — Drug Information

DRUGDEX Information System

UpToDate

MicroMedex

Peer-reviewed medical literature, including randomized clinical trials, outcomes,
research data and pharmacoeconomic studies

e Other drug reference resources

AND

1.1.4 ONE of the following:

1.1.4.1 The drug is being prescribed within the manufacturer’s published dosing guidelines

OR

1.1.4.2 The drug falls within dosing guidelines found in ONE of the following compendia of
current literature:

e Food and Drug Administration (FDA) approved indications and limits

o Published practice guidelines and treatment protocols

o Comparative data evaluating the efficacy, type and frequency of side effects and
potential drug interactions among alternative products as well as the risks, benefits
and potential member outcomes

e Drug Facts and Comparisons
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American Hospital Formulary Service Drug Information

United States Pharmacopeia — Drug Information

DRUGDEX Information System

UpToDate

MicroMedex

Peer-reviewed medical literature, including randomized clinical trials, outcomes,
research data and pharmacoeconomic studies

e Other drug reference resources

AND

1.1.5 The drug is being prescribed for a medically accepted indication that is recognized as
a covered benefit by the applicable health plans’ program*

OR
1.2 The requested medication is a behavioral health medication and ONE of the following:
1.2.1 The patient has been receiving treatment with the requested non-preferred behavioral
health medication and is new to the plan (enroliment effective date within the past 90 days)

OR

1.2.2 The patient is currently receiving treatment with the requested non-preferred
behavioral health medication in the hospital and must continue upon discharge

Notes *Note: Medications used solely for anti-obesity/weight loss, cosmetic (
e.g., alopecia, actinic keratosis, vitiligo), erectile dysfunction, and sexu
al dysfunction purposes are NOT medically accepted indications and
are NOT recognized as a covered benefit. Erectile dysfunction drugs (
Cialis/Tadalafil) are covered for clinical diagnoses other than ED.

Product Name: Abilify Mycite

Approval Length 12 month(s)
Therapy Stage Initial Authorization
Guideline Type Prior Authorization

Approval Criteria
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1 - One of the following:
1.1 All of the following:

1.1.1 Patient has ONE of the following:

Schizophrenia or schizoaffective disorder
Bipolar disorder

Autism

Major depressive disorder

Tourette’s

AND

1.1.2 Submission of medical records or claims history documenting the patient is currently
prescribed aripiprazole and tolerates the medication

AND

1.1.3 Submission of medical records or claims history documenting the patient’s adherence
to aripiprazole is less than 80 percent within the past 6 months (medication adherence
percentage is defined as the number of pills absent in a given time period divided by the
number of pills prescribed during that same time, multiplied by 100)

AND

1.1.4 ALL of the following strategies (if applicable to the patient) to improve patient
adherence have been tried without success:

Utilization of a pill box

Utilization of a smart phone reminder (ex. alarm, application, or text reminder)
Involving family members or friends to assist

Coordinating timing of dose to coincide with dosing of another daily medication

AND

1.1.5 Submission of medical records or claims history documenting patient has experienced
life-threatening or potentially life-threatening symptoms, or has experienced a severe
worsening of symptoms leading to a hospitalization which was attributed to the lack of
adherence to aripiprazole
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AND

1.1.6 Prescriber acknowledges that Abilify MyCite has not been shown to improve patient
adherence and attests that Abilify MyCite is medically necessary for the patient to maintain
compliance, avoid life-threatening worsening of symptoms, and reduce healthcare resources
utilized due to lack of adherence

AND

1.1.7 Prescriber agrees to track and document adherence of Abilify MyCite through software
provided by the manufacturer

AND

1.1.8 The patient has a history of failure, contraindication, or intolerance or reason or
special circumstance they cannot use TWO of the following: (Drug may require PA)

Abilify Maintena
Invega Sustenna
Risperdal Consta
Aristada

Perseris

OR
1.2 ONE of the following:
1.2.1 The patient has been receiving treatment with the requested non-preferred behavioral
health medication and is new to the plan (enroliment effective date within the past 90 days)

OR

1.2.2 The patient is currently receiving treatment with the requested non-preferred
behavioral health medication in the hospital and must continue upon discharge

Product Name: Abilify Mycite
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Approval Length 12 month(s)

Therapy Stage Reauthorization

Guideline Type Prior Authorization

Approval Criteria

1 - Documentation that patient is clinically stable on Abilify MyCite

AND

2 - Submission of medical records or claims history documenting that the use of Abilify MyCite
has increased adherence to 80 percent or more

AND

3 - Prescriber attests that the patient requires the continued use of Abilify MyCite to remain
adherent

Product Name: Lybalvi

Approval Length 12 month(s)

Guideline Type Prior Authorization

Approval Criteria
1 - One of the following:
1.1 All of the following:

1.1.1 Paid claims or submission of medical records (e.g., chart notes) (document drug,
duration, dose and date of use) confirming BOTH of the following:

1.1.1.1 Patient has a history of failure, contraindication or intolerance to at least FOUR
preferred alternatives:

Aripiprazole (Abilify Maintena)
Aripiprazole (Aristada Initio)
Aripiprazole (Aristada)
Aripiprazole (Generic Abilify)
Clozapine (Generic Clozaril)
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Clozapine ODT (Generic Fazaclo ODT)
Lurasidone (Latuda)

Paliperidone (Invega Sustenna)
Paliperidone (Invega Trinza)

Quetiapine (Generic Seroquel)
Risperidone (Generic Risperdal)
Risperidone (Risperdal Consta)
Risperidone ODT (Generic Risperdal ODT)
Ziprasidone (Generic Geodon)

AND

1.1.1.2 Failure to respond to generic olanzapine (Generic Zyprexa) given at maximum
dosage

AND

1.1.2 ONE of the following:

1.1.2.1 The requested drug must be used for an FDA (Food and Drug Administration)-
approved indication

OR

1.1.2.2 The use of this drug is supported by information from ONE of the following
appropriate compendia of current literature:

e Food and Drug Administration (FDA) approved indications and limits

o Published practice guidelines and treatment protocols

o Comparative data evaluating the efficacy, type and frequency of side effects and
potential drug interactions among alternative products as well as the risks, benefits
and potential member outcomes

Drug Facts and Comparisons

American Hospital Formulary Service Drug Information

United States Pharmacopeia — Drug Information

DRUGDEX Information System

UpToDate

MicroMedex

Peer-reviewed medical literature, including randomized clinical trials, outcomes,
research data and pharmacoeconomic studies

e Other drug reference resources
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AND

1.1.3 ONE of the following:

1.1.3.1 The drug is being prescribed within the manufacturer’s published dosing guidelines

OR

1.1.3.2 The drug falls within dosing guidelines found in ONE of the following compendia of
current literature:

e Food and Drug Administration (FDA) approved indications and limits

e Published practice guidelines and treatment protocols

o Comparative data evaluating the efficacy, type and frequency of side effects and
potential drug interactions among alternative products as well as the risks, benefits
and potential member outcomes

Drug Facts and Comparisons

American Hospital Formulary Service Drug Information

United States Pharmacopeia — Drug Information

DRUGDEX Information System

UpToDate

MicroMedex

Peer-reviewed medical literature, including randomized clinical trials, outcomes,
research data and pharmacoeconomic studies

e Other drug reference resources

AND

1.1.4 The drug is being prescribed for a medically accepted indication that is recognized as
a covered benefit by the applicable health plans’ program*

OR
1.2 The requested medication is a behavioral health medication and ONE of the following:
1.2.1 The patient has been receiving treatment with the requested non-preferred behavioral

health medication and is new to the plan (enroliment effective date within the past 90 days)

OR
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1.2.2 The patient is currently receiving treatment with the requested non-preferred
behavioral health medication in the hospital and must continue upon discharge

Notes *Note: Medications used solely for anti-obesity/weight loss, cosmetic (
e.g., alopecia, actinic keratosis, vitiligo), erectile dysfunction, and sexu
al dysfunction purposes are NOT medically accepted indications and
are NOT recognized as a covered benefit. Erectile dysfunction drugs (
Cialis/Tadalafil) are covered for clinical diagnoses other than ED.

Product Name: generic haloperidol decanoate inj, fluphenazine decanoate, generic clozapine
(tabs and ODT tabs)

Diagnosis Patients <18 years of age
Approval Length 12 month(s)
Guideline Type Prior Authorization

Approval Criteria

1 - ONE of the following:
1.1 BOTH of the following:
1.1.1 ONE of the following:

1.1.1.1 The requested medication must be used for an FDA (Food and Drug
Administration) approved indication

OR

1.1.1.2 The use of the drug is supported by information in ONE of the following appropriate
compendia of literature:

e Food and Drug Administration (FDA) approved indications and limits

o Published practice guidelines and treatment protocols

o Comparative data evaluating the efficacy, type and frequency of side effects and
potential drug interactions among alternative products as well as the risks, benefits
and potential member outcomes

Drug Facts and Comparisons

American Hospital Formulary Service Drug Information

United States Pharmacopeia — Drug Information

DRUGDEX Information System

UpToDate

MicroMedex
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o Peer-reviewed medical literature, including randomized clinical trials, outcomes,
research data and pharmacoeconomic studies
o Other drug reference resources

AND

1.1.2 The patient meets the FDA minimum age limit or the prescriber attests they are aware
of FDA labeling regarding the use of the antipsychotic medication and feels the treatment with
the requested medication is medically necessary (Document rationale for use)

OR

1.2 The patient is currently on the requested medication

2 . Revision History

Date

Notes

10/3/2022

Removed NP criteria for quetiapine 150mg, now preferred.
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Anxiolytics- AZM

Medicaid - Arizona (AZM, AZMREF, AZMDDD)

N OPTUM
Prior Authorization Guideline
GL-105536  Anxiolytics- AZM

Formulary Medicaid - Arizona (AZM, AZMREF, AZMDDD)

Formulary Note

Guideline Note:
Effective Date: 4/1/2022

1. Criteria

Product Name: buspirone, Brand Xanax tabs, generic alprazolam tabs, alprazolam ODT,
alprazolam conc, Brand Xanax XR, generic alprazolam ER, chlordiazepoxide, Brand
Tranxene T, generic clorazepate dipotassium, Brand Valium tabs, generic diazepam tabs,
diazepam conc, diazepam oral soln, Brand Ativan, Loreev XR, generic lorazepam, lorazepam
conc, generic oxazepam, Brand Klonopin tabs, generic clonazepam tabs, clonazepam ODT

Diagnosis Requests for Patients less than 6 years of age
Approval Length 12 month(s)
Guideline Type Prior Authorization

Approval Criteria
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1 - The patient is unresponsive to other treatment modalities, unless contraindicated (i.e.
other medications or behavioral modification attempted).

AND

2 - The physician attests that the requested medication is medically necessary (Document
rationale for use)

Product Name: Loreev XR

Diagnosis Requests for Patients 6 years of age and older
Approval Length 12 month(s)
Guideline Type Prior Authorization

Approval Criteria

1 - Trial and failure, or contraindication to generic lorazepam

AND

2 - The physician attests that the requested medication is medically necessary (Document
rationale for use)

Product Name: buspirone, Brand Xanax tabs, generic alprazolam tabs, alprazolam ODT,
alprazolam conc, Brand Xanax XR, generic alprazolam ER, chlordiazepoxide, Brand
Tranxene T, generic clorazepate dipotassium, Brand Valium tabs, generic diazepam tabs,
diazepam conc, diazepam oral soln, Brand Ativan, Loreev XR, generic lorazepam, lorazepam
conc, generic oxazepam, Brand Klonopin tabs, generic clonazepam tabs, clonazepam ODT

Diagnosis Reject 88: Drug Utilization Review: Greater than 1 Anxiolytic in 30
days

Approval Length 12 month(s)

Guideline Type Prior Authorization

Approval Criteria

1 - The medication is being used to adjust the dose of the drug
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to it

use)

OR

2 - The medication will be used in place of the previously prescribed drug, and not in addition

OR

3 - The medication dosage form will be used in place of the previously prescribed medication
dosage form, and not in addition to it

OR

4 - The physician attests they are aware of the multiple anxiolytics prescribed to the patient
and feels treatment with both medications is medically necessary (Document rationale for

2 . Revision History

Date

Notes

3/31/2022

Added criteria for Loreev XR
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Apidra and Apidra Solostar

Medicaid - Arizona (AZM, AZMREF, AZMDDD)

7

< OPTUM"’

Prior Authorization Guideline

GL-99571  Apidra and Apidra Solostar

Formulary Medicaid - Arizona (AZM, AZMREF, AZMDDD)

Formulary Note

Guideline Note:

Effective Date:

12/9/2021

1. Criteria

Product Name: Apidra and Apidra Solostar

Guideline Type

Prior Authorization

Approval Criteria

1 - Requests for Apidra, and Apidra Solostar should be denied. The plan’s preferred products

are.

Novolog
Humalog

Generic Novolog
Generic Humalog
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2 . Revision History

Date Notes

7/13/2021 New policy
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Apomorphine products (Apokyn, Kynmobi)

Medicaid - Arizona SP (AZM, AZMREF, AZMDDD)

£

< OPTUM"

Prior Authorization Guideline

GL-107440 Apomorphine products (Apokyn, Kynmobi)

Formulary Medicaid - Arizona SP (AZM, AZMREF, AZMDDD)

Formulary Note

Guideline Note:

Effective Date:

6/1/2022

1. Criteria

Product Name: Brand Apokyn, generic apomorphine injection, Kynmobi

Approval Length

12 month(s)

Therapy Stage

Initial Authorization

Guideline Type

Prior Authorization

Approval Criteria

following:

1 - Submission of medical records (e.g., chart notes, lab work, imaging) documenting all of the

1.1 Diagnosis of Parkinson’s disease
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AND

1.2 Medication will be used as intermittent treatment for OFF episodes

AND

1.3 Patient is currently on a stable dose of a carbidopa/levodopa-containing medication and
will continue receiving treatment with a carbidopa/levodopa-containing medication while on
therapy

AND

1.4 Patient continues to experience greater than or equal to 2 hours of OFF time per day
despite optimal management of carbidopa/levodopa therapy including BOTH of the following:

e Taking carbidopa/levodopa on an empty stomach or at least one half-hour or more
before or one hour after a meal or avoidance of high protein diet
o Dose and dosing interval optimization

AND

1.5 History of failure, contraindication, or intolerance to TWO anti-Parkinson’s disease
therapies from the following adjunctive pharmacotherapy classes (trial must be from two
different classes):

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

o Catechol-O-methyl transferase (COMT) inhibitors (e.g., entacapone)
e Monoamine oxidase (MAO) B inhibitors (e.g., rasagiline, selegiline)

AND

2 - Prescribed by or in consultation with a neurologist or specialist in the treatment of
Parkinson’s disease

Product Name: Brand Apokyn, generic apomorphine injection, Kynmobi

Approval Length 12 month(s)
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Therapy Stage

Reauthorization

Guideline Type

Prior Authorization

Approval Criteria

1 - Documentation of positive clinical response to therapy

AND

2 - Patient will continue to receive treatment with a carbidopa/levodopa-containing medication

2 . Revision History

Date

Notes

5/24/2022

Added generic apomorphine injection and Kynmobi as targets
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Aquadeks

Medicaid - Arizona (AZM, AZMREF, AZMDDD)

£

< OPTUM"

GL-99514  Aquadeks

Prior Authorization Guideline

Formulary Medicaid - Arizona (AZM, AZMREF, AZMDDD)

Formulary Note

Guideline Note:

Effective Date:

12/9/2021

1. Criteria

Product Name: Aquadeks

Diagnosis

Cystic Fibrosis

Approval Length

12 month(s)

Guideline Type

Prior Authorization

Approval Criteria

1 - Diagnosis of cystic fibrosis

2 . Revision History
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Date

Notes

4/10/2021

7/1 Implementation
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Aralast NP - Arizona

Medicaid - Arizona SP (AZM, AZMREF, AZMDDD)

7

< OPTUM"’

Prior Authorization Guideline

GL-100647  Aralast NP - Arizona

Formulary Medicaid - Arizona SP (AZM, AZMREF, AZMDDD)

Formulary Note

Guideline Note:

Effective Date:

12/9/2021

P&T Approval Date:

P&T Revision Date:

1. Criteria

Product Name: Aralast NP

Approval Length

12 month(s)

Guideline Type

Prior Authorization

Approval Criteria

1 - Patient has clinically evident emphysema
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AND

2 - Patient has a diagnosis of severe congenital deficiency of Alphal- proteinase inhibitor
(alphal antitrypsin deficiency)

2 . Revision History

Date

Notes

12/16/2021

no changes to criteria, formulary name update
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Arcalyst

Medicaid - Arizona SP (AZM, AZMREF, AZMDDD)

£

KYOPTUM
Prior Authorization Guideline
GL-105172  Arcalyst

Formulary Medicaid - Arizona SP (AZM, AZMREF, AZMDDD)

Formulary Note

Guideline Note:
Effective Date: 4/1/2022

1. Criteria

Product Name: Arcalyst

Diagnosis Cryopyrin-Associated Periodic Syndromes (CAPS)
Approval Length 12 month(s)

Therapy Stage Initial Authorization

Guideline Type Prior Authorization

Approval Criteria

1 - Submission of medical records (e.g., chart notes, lab work, imaging) documenting a
diagnosis of Cryopyrin-Associated Periodic Syndromes (CAPS) [including Familial Cold Auto-
inflammatory Syndrome (FCAS), Muckle-Wells Syndrome (MWS), etc]
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Product Name: Arcalyst

Diagnosis Cryopyrin-Associated Periodic Syndromes (CAPS)
Approval Length 12 month(s)

Therapy Stage Reauthorization

Guideline Type Prior Authorization

Approval Criteria

1 - Submission of medical records (e.g., chart notes, lab work, imaging) documenting positive
clinical response to Arcalyst therapy

2 . Revision History

Date Notes

3/24/2022 Updated diagnosis verbiage for clarification. Added Submission of M
edical Records.

Page 177



Arikayce

Medicaid - Arizona SP (AZM, AZMREF, AZMDDD)

£

< OPTUM"

GL-99710 Arikayce

Prior Authorization Guideline

Formulary Medicaid - Arizona SP (AZM, AZMREF, AZMDDD)

Formulary Note

Guideline Note:

Effective Date:

12/9/2021

1. Criteria

Product Name: Arikayce

Diagnosis

Refractory Mycobacterium avium complex (MAC) lung disease

Approval Length

6 month(s)

Therapy Stage

Initial Authorization

Guideline Type

Prior Authorization

Approval Criteria

1 - Diagnosis of refractory Mycobacterium avium complex (MAC) lung disease
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AND

2 - Submission of medical records (e.g., chart notes, laboratory values) or claims history
documenting respiratory cultures positive for MAC within the previous 6 months

AND

3 - Submission of medical records (e.g., chart notes, laboratory values) or claims history
documenting the patient has been receiving a multidrug background regimen containing at
least TWO of the following agents for a minimum of 6 consecutive months within the past 12
months (prescription claims history may be used in conjunction as documentation of
medication use, dose, and duration):

e Macrolide antibiotic* (e.g., azithromycin, clarithromycin)
o Ethambutol*
e Rifamycin antibiotic* (e.g., rifampin, rifabutin)

AND

4 - Patient will continue to receive a multidrug background regimen

AND

5 - Documentation that the patient has not achieved negative sputum cultures after receipt of
a multidrug background regimen for a minimum of 6 consecutive months

AND

6 - In vitro susceptibility testing of recent (within 6 months) positive culture documents that the
MAC isolate is susceptible to amikacin with a minimum inhibitory concentration (MIC) of less
than or equal to 64 micrograms per milliliter (mcg/mL)

AND

7 - Prescribed by or in consultation with one of the following:
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e Infectious disease specialist
e Pulmonologist

Notes *Drug may require PA)

Product Name: Arikayce

Diagnosis Refractory Mycobacterium avium complex (MAC) lung disease
Approval Length 6 month(s)

Therapy Stage Reauthorization

Guideline Type Prior Authorization

Approval Criteria
1 - ONE of the following:

1.1 Documentation that the patient has achieved negative respiratory cultures

OR

1.2 ALL of the following:

1.2.1 Patient has not achieved negative respiratory cultures while on Arikayce

AND

1.2.2 Physician attestation that patient has demonstrated clinical benefit while on Arikayce

AND

1.2.3 In vitro susceptibility testing of most recent (within 6 months) positive culture with
available susceptibility testing documents that the Mycobacterium avium complex (MAC)
isolate is susceptible to amikacin with an minimum inhibitory concentration (MIC) of less than
64 micrograms per milliliter (mcg/mL)
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AND

1.2.4 Patient has NOT received greater than 12 months of Arikayce therapy with continued
positive respiratory cultures

AND

2 - Submission of medical records (e.g., chart notes, laboratory values) or claims history
documenting that the patient continues to receive a multidrug background regimen containing
at least TWO of the following agents (prescription claims history may be used in conjunction
as documentation of medication use, dose, and duration):

e Macrolide antibiotic* (e.g., azithromycin, clarithromycin)

o Ethambutol*
o Rifamycin antibiotic* (e.g., rifampin, rifabutin)

AND

3 - Prescribed by or in consultation with one of the following:

e Infectious disease specialist
e Pulmonologist

Notes *Drug may require PA

2 . Revision History

Date Notes

5/12/2021 Arizona Medicaid 7.1 Implementation
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Austedo (deutetrabenazine)

Medicaid - Arizona SP (AZM, AZMREF, AZMDDD)

£

< OPTUM"

Prior Authorization Guideline

GL-114377  Austedo (deutetrabenazine)

Formulary Medicaid - Arizona SP (AZM, AZMREF, AZMDDD)

Formulary Note

Guideline Note:

Effective Date:

10/1/2022

1. Criteria

Product Name: Austedo

Diagnosis

Chorea Associated with Huntington Disease

Approval Length

6 month(s)

Therapy Stage

Initial Authorization

Guideline Type

Prior Authorization

Approval Criteria

1 - Diagnosis of chorea associated with Huntington’s Disease
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AND

2 - Prescribed by or in consultation with a neurologist

AND

3 - Patient is 18 years of age or older

AND

4 - Targeted mutation analysis demonstrates a cytosine-adenine-guanine (CAG) trinucleotide
expansion of =2 36 repeats in the huntingtin (HTT) gene

AND

5 - Patient has a Unified Huntington Disease Rating Scale (UHDRS) score ranging from 1 to 4
on any one of UHDRS chorea items 1 through 7

AND

6 - Austedo is not prescribed concurrently with tetrabenazine or Ingrezza

AND
7 - Dose does not exceed 48 mg per day
Product Name: Austedo
Diagnosis Moderate to Severe Tardive dyskinesia
Approval Length 6 month(s)
Therapy Stage Initial Authorization
Guideline Type Prior Authorization
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Approval Criteria

1 - Diagnosis of moderate to severe tardive dyskinesia (TD) secondary to treatment with a

centrally acting dopamine receptor blocking agent (DRBA)

AND

2 - Prescribed by or in consultation with a psychiatrist or neurologist

AND

3 - Patient is 18 years of age or older

AND

4 - Patient has an Abnormal Involuntary Movement Scale (AIMS) score of 3 or 4 on any one
of the AIMS items 1 through 9

AND

5 - Austedo is not prescribed concurrently with tetrabenazine or Ingrezza

AND
6 - Dose does not exceed 48 mg per day
Product Name: Austedo
Diagnosis Chorea Associated with Huntington Disease
Approval Length 12 month(s)
Therapy Stage Reauthorization
Guideline Type Prior Authorization
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Approval Criteria
1 - Patient is responding positively to therapy as evidenced by a reduction in the baseline
score of any one of the UHDRS chorea items 1 through 7

AND

2 - Austedo is not prescribed concurrently with tetrabenazine or Ingrezza

AND
3 - Dose does not exceed 48 mg per day
Product Name: Austedo
Diagnosis Moderate to Severe Tardive dyskinesia
Approval Length 12 month(s)
Therapy Stage Reauthorization
Guideline Type Prior Authorization

Approval Criteria
1 - Patient is responding positively to therapy as evidenced by a reduction in the baseline
score of any one of the AIMS items 1 through 9
AND
2 - Austedo is not prescribed concurrently with tetrabenazine or Ingrezza

AND

3 - Dose does not exceed 48 mg per day

2 . Revision History
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Date

Notes

9/22/2022

Removed step through tetrabenazine
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Azole Antifungals

Medicaid - Arizona (AZM, AZMREF, AZMDDD)

£

< OPTUM"

Prior Authorization Guideline

GL-99585 Azole Antifungals

Formulary Medicaid - Arizona (AZM, AZMREF, AZMDDD)

Formulary Note

Guideline Note:

Effective Date:

12/9/2021

1. Criteria

Product Name: Brand Sporanox capsules, generic itraconazole capsules

Diagnosis

Systemic Fungal Infections

Approval Length

12 month(s)

Guideline Type

Prior Authorization

Approval Criteria

1 - ONE of the following

e Blastomycosis

1.1 Diagnosis of ONE of the following:
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o Histoplasmosis
o Aspergillosis

OR

1.2 Both of the following:

1.2.1 Diagnosis of coccidioidomycosis

AND

1.2.2 Patient has a history of failure, contraindication, intolerance, or resistance to

fluconazole (generic Diflucan) as evidenced by submission of medical records or claims
history

Product Name: Brand Sporanox capsules, generic itraconazole capsules

Diagnosis Onychomycosis Fingernails
Approval Length 2 month(s)

Therapy Stage Initial Authorization
Guideline Type Prior Authorization

Approval Criteria
1 - Diagnosis of fingernail onychomycosis confirmed by ONE of the following:
e KOH (potassium hydroxide) test

e Fungal culture
e Nail biopsy

AND

2 - Patient has a history of at least a 6-week trial resulting in therapeutic failure,
contraindication, intolerance, or resistance to Terbinafine as evidenced by submission of
medical records or claims history

Product Name: Brand Sporanox capsules, generic itraconazole capsules
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Diagnosis Onychomycosis Fingernails
Approval Length 2 month(s)

Therapy Stage Reauthorization

Guideline Type Prior Authorization

Approval Criteria
1 - Both of the following:

1.1 Three months have elapsed since completion of initial therapy for fingernalil
onychomycosis

AND

1.2 Documentation of positive clinical response to therapy

Product Name: Brand Sporanox capsules, generic itraconazole capsules

Diagnosis Onychomycosis Toenails
Approval Length 3 month(s)

Therapy Stage Initial Authorization
Guideline Type Prior Authorization

Approval Criteria
1 - Diagnosis of toenail onychomycosis confirmed by ONE of the following:
e KOH (potassium hydroxide) test

e Fungal culture
e Nail biopsy

AND

2 - Patient has a history of at least a 12-week trial resulting in therapeutic failure,

contraindication, intolerance, or resistance to Terbinafine as evidenced by submission of

medical records or claims history.
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Product Name: Brand Sporanox capsules, generic itraconazole capsules

Diagnosis Onychomycosis Toenails
Approval Length 3 month(s)

Therapy Stage Reauthorization
Guideline Type Prior Authorization

Approval Criteria
1 - BOTH of the following:

1.1 Nine months have elapsed since completion of initial therapy for toenail onychomycosis

AND

1.2 Documentation of positive clinical response to therapy

Product Name: Brand Sporanox Oral Solution, generic itraconazole oral solution

Approval Length 12 month(s)

Guideline Type Prior Authorization

Approval Criteria
1 - ONE of the following diagnoses:

e Oropharyngeal candidiasis
o Esophageal candidiasis

Product Name: Brand Vfend tablets, generic voriconazole tablets

Approval Length 12 month(s)

Guideline Type Prior Authorization

Approval Criteria

1 - One of the following:
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1.1 Diagnosis of invasive aspergillosis including Aspergillus fumigatus

OR

1.2 ALL of the following:

o Diagnosis of Candidemia

o Patient is non-neutropenic

o Patient has a history of failure, contraindication, intolerance, or resistance to
fluconazole (generic Diflucan) as evidenced by submission of medical records or
claims history

OR

1.3 Both of the following:
1.3.1 ONE of the following diagnoses:

Candida infection in the abdomen
Candida infection in the kidney
Candida infection in the bladder wall
Candida infection in wounds
Disseminated Candida infections in skin
Esophageal candidiasis

AND

1.3.2 Patient has a history of failure, contraindication, intolerance, or resistance to
fluconazole (generic Diflucan) as evidenced by submission of medical records or claims
history

OR

1.4 Diagnosis of Scedosporium apiospermum infection (asexual form of Pseudallescheria
boydii)

OR
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1.5 Diagnosis of Fusarium spp. infection including Fusarium solani

OR

1.6 Diagnosis of Exserohilum species infection

Product Name: Brand Vfend Powder for Oral Suspension, generic voriconazole powder for
oral suspension

Approval Length 12 month(s)

Guideline Type Prior Authorization

Approval Criteria
1 - Both of the following:
1.1 One of the following:

1.1.1 Diagnosis of invasive aspergillosis including Aspergillus fumigatus

OR

1.1.2 ALL of the following:

o Diagnosis of Candidemia

e Patient is non-neutropenic

o Patient has a history of failure, contraindication, intolerance, or resistance to
fluconazole (generic Diflucan) as evidenced by submission of medical records or
claims history

OR

1.1.3 Both of the following:
1.1.3.1 ONE of the following diagnoses:
e Candida infection in the abdomen

e Candida infection in the kidney
e Candida infection in the bladder wall
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e Candida infection in wounds
e Disseminated Candida infections in skin
o Esophageal candidiasis

AND

1.1.3.2 Patient has a history of failure, contraindication, intolerance, or resistance to
fluconazole (generic Diflucan) as evidenced by submission of medical records or claims
history

OR

1.1.4 Diagnososis of Scedosporium apiospermum infection (asexual form of
Pseudallescheria boydii)

OR

1.1.5 Diagnosis of Fusarium spp. infection including Fusarium solani

OR

1.1.6 Diagnosis of Exserohilum species infection

AND

1.2 Physician has provided rationale for the patient needing to use voriconazole oral
suspension instead of voriconazole tablets.

Product Name: Brand Noxafil tablets, generic posaconazole tablets

Approval Length 12 month(s)

Guideline Type Prior Authorization

Approval Criteria

1 - BOTH of the following:
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1.1 Used as prophylaxis of invasive fungal infections caused by ONE of the following:
e Aspergillus
o Candida

AND

1.2 One of the following conditions:

1.2.1 Patient is at high risk of infections due to severe immunosuppression from ONE of the
following conditions:

e Hematopoietic stem cell transplant (HSCT) with graft-versus-host disease (GVHD)
e Hematologic malignancies with prolonged neutropenia from chemotherapy [eg, acute
myeloid leukemia (AML), myelodysplastic syndromes (MDS)]

OR

1.2.2 Patient has a prior fungal infection requiring secondary prophylaxis

Product Name: Noxafil Suspension

Diagnosis Prophylaxis of Aspergillus or Candida Infections
Approval Length 12 month(s)
Guideline Type Prior Authorization

Approval Criteria
1 - BOTH of the following:

1.1 Used as prophylaxis of invasive fungal infections caused by ONE of the following:
e Aspergillus
o Candida

AND

1.2 One of the following conditions:
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1.2.1 Patient is at high risk of infections due to severe immunosuppression from ONE of the
following conditions:

o Hematopoietic stem cell transplant (HSCT) with graft-versus-host disease (GVHD)
e Hematologic malignancies with prolonged neutropenia from chemotherapy [eg, acute
myeloid leukemia (AML), myelodysplastic syndromes (MDS)]

OR

1.2.2 Patient has a prior fungal infection requiring secondary prophylaxis

Product Name: Noxafil Suspension

Diagnosis Oropharyngeal Candidiasis (OPC)
Approval Length 12 month(s)
Guideline Type Prior Authorization

Approval Criteria
1 - BOTH of the following:

1.1 Diagnosis of oropharyngeal candidiasis (OPC)

AND

1.2 The patient has a history of failure, contraindication, intolerance, or resistance to TWO of
the following as evidenced by submission of medical records or claims history:

e Fluconazole* (generic Diflucan)
e ltraconazole* (generic Sporanox)
e Clotrimazole Lozenges*

Notes *Drug may require PA

Product Name: Cresemba

Approval Length 3 month(s)

Guideline Type Prior Authorization
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Approval Criteria
1 - One of the following:
1.1 Both of the following:

1.1.1 Diagnosis of invasive aspergillosis

AND

1.1.2 Patient has a history of failure, contraindication, intolerance, or resistance to
voriconazole* (generic Vfend) as evidenced by submission of medical records or claims

history
OR
1.2 Diagnosis of invasive mucormycosis
Notes *Drug may require PA

Product Name: Tolsura

Approval Length 3 month(s)

Guideline Type Prior Authorization

Approval Criteria
1 - Both of the following:
1.1 Diagnosis of ONE of the following fungal infections:
o Blastomycosis

e Histoplasmosis
o Aspergillosis

AND

1.2 Patient has a history of failure, contraindication, intolerance, or resistance to
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itraconazole* capsules (generic Sporanox) as evidenced by submission of medical records or
claims history

Notes *Drug may require PA

Product Name: Brand Sporanox capsules, generic itraconazole capsules, Brand Sporanox
oral solution, generic itraconazole oral solution, Brand Vfend tablets, generic voriconazole
tablets, Brand Vfend powder for oral suspension, generic voriconazole powder for oral
suspension, Brand Noxafil tablets, generic posaconazole tablets, Noxafil oral suspension,
Cresemba, Tolsura

Diagnosis All Other Diagnoses

Guideline Type Prior Authorization

Approval Criteria

1 - The use of this drug is supported by information from ONE of the following appropriate
compendia of current literature:

e Food and Drug Administration (FDA) approved indications and limits

e Published practice guidelines and treatment protocols

o Comparative data evaluating the efficacy, type and frequency of side effects and
potential drug interactions among alternative products as well as the risks, benefits
and potential member outcomes

Drug Facts and Comparisons

American Hospital Formulary Service Drug Information

United States Pharmacopeia — Drug Information

DRUGDEX Information System

UpToDate

MicroMedex

Peer-reviewed medical literature, including randomized clinical trials, outcomes,
research data and pharmacoeconomic studies

e Other drug reference resources

AND

2 - The medication is being prescribed by or in consultation with an infectious disease
specialist.

Notes *Authorization duration based on provider recommended treatment du
rations, not to exceed 12 months

2 . Revision History
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Date

Notes

9/30/2021

UM criteria update per SN TSK003786763
eff 10.15.2021
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Baxdela

Medicaid - Arizona (AZM, AZMREF, AZMDDD)

£

KYOPTUM
Prior Authorization Guideline
GL-99516 Baxdela

Formulary Medicaid - Arizona (AZM, AZMREF, AZMDDD)

Formulary Note

Guideline Note:

Effective Date: 12/9/2021

1. Criteria

Product Name: Baxdela

Diagnosis Community-Acquired Bacterial Pneumonia
Approval Length 10 Days*
Guideline Type Prior Authorization

Approval Criteria

1 - For continuation of therapy upon hospital discharge
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OR

2 - As continuation of therapy when transitioning from intravenous antibiotics that are shown
to be sensitive to the cultured organism for the requested indication

OR

3 - All of the following:

3.1 Diagnosis of community-acquired bacterial pneumonia (CABP)

AND

3.2 Infection caused by an organism that is confirmed to be or likely to be susceptible to
treatment with Baxdela

AND
3.3 History of failure, contraindication, or intolerance to THREE of the following antibiotics or

antibiotic regimens:

Amoxicillin**

[ ]
e A macrolide**
e Doxycycline**
e A fluoroquinolone**
o Combination therapy with amoxicillin/clavulanate or cephalosporin AND a macrolide or
doxycycline
Notes *Note: Authorization will be issued for up to 10 days. **Drug may requi

re PA

Product Name: Baxdela

Diagnosis Acute Bacterial Skin and Skin Structure Infections
Approval Length 14 Days*
Guideline Type Prior Authorization
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Approval Criteria

1 - For continuation of therapy upon hospital discharge

OR

2 - As continuation of therapy when transitioning from intravenous antibiotics that are shown
to be sensitive to the cultured organism for the requested indication

OR

3 - All of the following:
3.1 One of the following diagnoses:
3.1.1 Both of the following

3.1.1.1 Acute bacterial skin and skin structure infections

AND

3.1.1.2 Infection caused by methicillin-resistant Staphylococcus aureus (MRSA)
documented by culture and sensitivity report

OR

3.1.2 Both of the following:

3.1.2.1 Empirical treatment of patients with acute bacterial skin and skin structure infections

AND

3.1.2.2 Presence of MRSA infection is likely

AND
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3.2 History of failure, contraindication, or intolerance to linezolid (generic Zyvox)
AND
3.3 History of failure, contraindication, or intolerance to ONE of the following antibiotics:
o Sulfamethoxazole-trimethoprim (SMZ-TMP)**

e Atetracycline**
e Clindamycin**

OR

4 - All of the following:

4.1 Diagnosis of acute bacterial skin and skin structure infections

AND

4.2 Infection caused by an organism that is confirmed to be or likely to be susceptible to
treatment with Baxdela

AND

4.3 History of failure, contraindication, or intolerance to THREE of the following antibiotics:

e A penicillin**
e A cephalosporin**
e Atetracycline**
e Sulfamethoxazole-trimethoprim (SMZ-TMP)**
e Clindamycin**
Notes *Note: Authorization will be issued for up to 14 days. **Drug may requi

re PA

Product Name: Baxdela

Diagnosis Off-Label Uses*

Guideline Type Prior Authorization
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Approval Criteria

1 - For continuation of therapy upon hospital discharge

OR

2 - As continuation of therapy when transitioning from intravenous antibiotics that are shown
to be sensitive to the cultured organism for the requested indication

Notes *Note: Authorization duration based on provider recommended treatm
ent durations, up to 6 months.

2 . Revision History

Date Notes

5/12/2021 Arizona Medicaid 7.1 Implementation
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Belbuca, Butrans - AZM

Medicaid - Arizona (AZM, AZMREF, AZMDDD)

£

< OPTUM"

Prior Authorization Guideline

GL-112074 Belbuca, Butrans - AZM

Formulary Medicaid - Arizona (AZM, AZMREF, AZMDDD)

Formulary Note

Guideline Note:

Effective Date:

8/22/2022

1. Criteria

Product Name: Brand Belbuca, Brand Butrans, generic buprenorphine patches *

Diagnosis

Cancer/Hospice/End of Life related pain

Approval Length

12 month(s)

Therapy Stage

Initial Authorization

Guideline Type

Prior Authorization

Approval Criteria

1 - The patient is being treated for cancer, hospice, or end of life related pain
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AND
2 - If the request is for Belbuca or generic Butrans BOTH of the following:
2.1 Prescriber attests the information provided is true and accurate to the best of their

knowledge and they understand that a routine audit may be performed; and medical
information necessary to verify the accuracy of the information provided may be requested

AND

2.2 The patient has a history of failure, contraindication or intolerance to BRAND Butrans

Notes * If the member is currently taking the requested long-acting opioid for
at least 30 days and does not meet the medical necessity authorizati

on criteria requirements for treatment with an opioid, a denial should b
e issued and a maximum 60-day authorization may be authorized one
time for the requested drug/strength combination up to the requested

guantity for transition to an alternative treatment. If the member is curr
ently taking the requested long-acting opioid for at least 30 days and h
as met the medical necessity authorization criteria requirements for tr

eatment with an opioid, but has not tried brand buprenorphine patches
a denial should be issued and a maximum 60-day authorization may

be authorized one time for the requested drug/strength combination u

p to the requested quantity for transition to an alternative treatment. A
dditionally, a 12 month authorization should be entered for brand bupr
enorphine patches.

Product Name: Brand Belbuca, Brand Butrans, generic buprenorphine patches

Diagnosis Cancer/Hospice/End of Life related pain
Approval Length 12 month(s)

Therapy Stage Reauthorization

Guideline Type Prior Authorization

Approval Criteria

1 - The patient is being treated for cancer, hospice, or end of life related pain (Document
diagnosis and date of diagnosis)
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AND

2 - If the request is for Belbuca or generic Butrans ONLY: Prescriber attests the information
provided is true and accurate to the best of their knowledge and they understand that a
routine audit may be performed; and medical information necessary to verify the accuracy of
the information provided may be requested

Product Name: Brand Belbuca, Brand Butrans, generic buprenorphine patches *

Diagnosis Non-cancer pain/Non-hospice/Non-end of life care pain
Approval Length 6 month(s)

Therapy Stage Initial Authorization

Guideline Type Prior Authorization

Approval Criteria
1 - Prescriber attests to ALL of the following:

1.1 The information provided is true and accurate to the best of their knowledge and they
understand that a routine audit may be performed; and medical information necessary to
verify the accuracy of the information provided may be requested

AND

1.2 Treatment goals are defined, including estimated duration of treatment

AND

1.3 Treatment plan includes the use of a non-opioid analgesic and/or non-pharmacologic
intervention

AND

1.4 Patient has been screened for substance abuse/opioid dependence
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AND

1.5 If used in patients with medical comorbidities or if used concurrently with a
benzodiazepine or other drugs that could potentially cause drug-drug interactions, the
prescriber has acknowledged that they have completed an assessment of increased risk for
respiratory depression

AND

1.6 Pain is moderate to severe and expected to persist for an extended period of time

AND

1.7 Pain is chronic

AND

1.8 Pain is not postoperative (unless the patient is already receiving chronic opioid therapy
prior to surgery, or if the postoperative pain is expected to be moderate to severe and persist
for an extended period of time)

AND

1.9 Pain management is required around the clock with a long-acting opioid

AND

2 - The patient has a history of failure, contraindication, or intolerance to a trial of tramadol IR
(immediate release), unless the patient is already receiving chronic opioid therapy prior to
surgery for postoperative pain, or if the postoperative pain is expected to be moderate to
severe and persist for an extended period of time (Drug may require PA)

AND
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3 - If the request is for neuropathic pain (examples of neuropathic pain include neuralgias,
neuropathies, fibromyalgia), BOTH of the following must be met:

3.1 Unless it is contraindicated, the patient has not exhibited an adequate response to 8
weeks of treatment with gabapentin titrated to a therapeutic dose (document date of trial)

3.2 Unless it is contraindicated, the patient has not exhibited an adequate response to at
least 6 weeks of treatment with a tricyclic antidepressant titrated to the maximum tolerated
dose (document drug and date of trial)

4 - If the request is for Belbuca or generic Butrans, the patient has a history of failure,
contraindication or intolerance to BRAND Butrans

AND

AND

Notes

* If the member is currently taking the requested long-acting opioid for
at least 30 days and does not meet the medical necessity authorizati
on criteria requirements for treatment with an opioid, a denial should b
e issued and a maximum 60-day authorization may be authorized one
time for the requested drug/strength combination up to the requested
guantity for transition to an alternative treatment. If the member is curr
ently taking the requested long-acting opioid for at least 30 days and h
as met the medical necessity authorization criteria requirements for tr
eatment with an opioid, but has not tried brand buprenorphine patches
a denial should be issued and a maximum 60-day authorization may
be authorized one time for the requested drug/strength combination u
p to the requested quantity for transition to an alternative treatment. A
dditionally, a 6 month authorization should be entered for brand bupre
norphine patches.

Product Name: Brand Belbuca, Brand Butrans, generic buprenorphine patches *

Diagnosis

Non-cancer pain/Non-hospice/Non-end of life care pain

Approval Length

6 month(s)

Therapy Stage

Reauthorization

Guideline Type

Prior Authorization

Approval Criteria
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1 - Patient demonstrates meaningful improvement in pain and function (document
improvement in function or pain score improvement)

AND

2 - Identify rationale for not tapering and discontinuing opioid (document rationale)

AND

3 - Prescriber attests to ALL of the following:

3.1 The information provided is true and accurate to the best of their knowledge and they
understand that a routine audit may be performed; and medical information necessary to
verify the accuracy of the information provided may be requested

AND

3.2 Treatment goals are defined, including estimated duration of treatment

AND

3.3 Treatment plan includes the use of a non-opioid analgesic and/or non-pharmacologic
intervention

AND

3.4 Patient has been screened for substance abuse/opioid dependence

AND

3.5 If used in patients with medical comorbidities or if used concurrently with a
benzodiazepine or other drugs that could potentially cause drug-drug interactions, the
prescriber has acknowledged that they have completed an assessment of increased risk for
respiratory depression
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AND

3.6 Pain is moderate to severe and expected to persist for an extended period of time
AND

3.7 Pain is chronic
AND

3.8 Pain is not postoperative (unless the patient is already receiving chronic opioid therapy

prior to surgery, or if the postoperative pain is expected to be moderate to severe and persist
for an extended period of time)

AND
3.9 Pain management is required around the clock with a long-acting opioid
AND

4 - If the request is for Belbuca or generic Butrans, the patient has a history of failure,
contraindication, or intolerance to BRAND Butrans

Notes * |If the member is currently taking the requested long-acting opioid for
at least 30 days and does not meet the medical necessity authorizati
on criteria requirements for treatment with an opioid, a denial should b
e issued and a maximum 60-day authorization may be authorized one
time for the requested drug/strength combination up to the requested
guantity for transition to an alternative treatment. If the member is curr
ently taking the requested long-acting opioid for at least 30 days and h
as met the medical necessity authorization criteria requirements for tr
eatment with an opioid, but has not tried brand buprenorphine patches
a denial should be issued and a maximum 60-day authorization may
be authorized one time for the requested drug/strength combination u
p to the requested quantity for transition to an alternative treatment. A
dditionally, a 6 month authorization should be entered for brand bupre
norphine patches.
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Product Name: Brand Belbuca, Brand Butrans, generic buprenorphine patches *

Guideline Type Quantity Limit

Approval Criteria

1 - The requested dose cannot be achieved by moving to a higher strength of the product

AND

2 - The requested dose is within the FDA (Food and Drug Administration) maximum dose per
day, where an FDA maximum dose per day exists

Notes *Approval durations: 12 months for cancer pain/hospice/end of life rel
ated pain; 6 months for non-cancer pain/non-hospice/non-end of life r
elated pain

2 . Revision History

Date Notes

8/22/2022 Clerical updates, no clinical criteria changes
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Benlysta (belimumab)

Medicaid - Arizona SP (AZM, AZMREF, AZMDDD)

N OPTUM
Prior Authorization Guideline
GL-114489 Benlysta (belimumab)

Formulary Medicaid - Arizona SP (AZM, AZMREF, AZMDDD)

Formulary Note

Guideline Note:

Effective Date: 10/1/2022

1. Criteria

Product Name: Benlysta IV, Benlysta SQ

Diagnosis Systemic Lupus Erythematosus
Approval Length 12 month(s)

Therapy Stage Initial Authorization

Guideline Type Prior Authorization

Approval Criteria

1 - Diagnosis of systemic lupus erythematosus
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AND

2 - Patient is 5 years of age or older

AND

3 - Laboratory testing has documented the presence of autoantibodies [e.g., ANA, Anti-
dsDNA, Anti-Sm, Anti-Ro/SSA, Anti-La/SSB]

AND

4 - Patient is currently receiving standard immunosuppressive therapy [e.g.,
hydroxychloroquine, chloroquine, prednisone, azathioprine, methotrexate]

AND

5 - Patient does NOT have severe active central nervous system lupus

AND

6 - Patient is not receiving Benlysta in combination with a biologic DMARD (disease modifying
anti-rheumatic drug) [e.g., Enbrel (etanercept), Humira (adalimumab), Cimzia (certolizumab),
Kineret (anakinra)]

Product Name: Benlysta IV, Benlysta SQ

Diagnosis Active Lupus Nephritis
Approval Length 12 month(s)

Therapy Stage Initial Authorization
Guideline Type Prior Authorization

Approval Criteria

1 - Diagnosis of active lupus nepbhritis
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AND

2 - Patient is 5 years of age or older

AND

3 - Patient is currently receiving standard immunosuppressive therapy for systemic lupus
erythematosus [e.g., hydroxychloroquine, chloroquine, prednisone, azathioprine,
methotrexate]

AND

4 - Patient does NOT have severe active central nervous system lupus

AND

5 - Patient is not receiving Benlysta in combination with a biologic DMARD (disease modifying
anti-rheumatic drug) [e.g., Enbrel (etanercept), Humira (adalimumab), Cimzia (certolizumab),
Kineret (anakinra)]

Product Name: Benlysta 1V, Benlysta SQ

Diagnosis Systemic Lupus Erythematosus, Active Lupus Nephritis
Approval Length 12 month(s)

Therapy Stage Reauthorization

Guideline Type Prior Authorization

Approval Criteria

1 - Documentation of positive clinical response to Benlysta therapy

AND

2 - Patient is not receiving Benlysta in combination with a biologic DMARD (disease modifying
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anti-rheumatic drug) [e.g., Enbrel (etanercept), Humira (adalimumab), Cimzia (certolizumab),
Kineret (anakinra)]

2 . Revision History

Date

Notes

9/26/2022

Updated age requirement. Added IV formulation as target.
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Benznidazole

Medicaid - Arizona (AZM, AZMREF, AZMDDD)

£

< OPTUM"

Prior Authorization Guideline

GL-99434 Benznidazole

Formulary Medicaid - Arizona (AZM, AZMREF, AZMDDD)

Formulary Note

Guideline Note:

Effective Date:

12/9/2021

1. Criteria

Product Name: Benznidazole

Diagnosis

Chagas disease (American trypanosomiasis)

Approval Length

60 Day(s)

Guideline Type

Prior Authorization

Approval Criteria

1 - Diagnosis of Chagas disease (American trypanosomiasis) due to Trypanosoma cruzi

2 . Revision History
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Date

Notes

3/10/2021

Bulk Copy guidelines starting with B and C from C&S Arizona to Ariz
ona Medicaid
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Berinert

Medicaid - Arizona SP (AZM, AZMREF, AZMDDD)

£

< OPTUM"

GL-99661 Berinert

Prior Authorization Guideline

Formulary Medicaid - Arizona SP (AZM, AZMREF, AZMDDD)

Formulary Note

Guideline Note:

Effective Date:

12/9/2021

1. Criteria

Product Name: Berinert

Diagnosis

Hereditary angioedema (HAE)

Approval Length

12 month(s)

Therapy Stage

Initial Authorization

Guideline Type

Prior Authorization

Approval Criteria

1 - Diagnosis of hereditary angioedema (HAE) confirmed by ONE of the following:
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1.1 C1 inhibitor (C1-INH) deficiency or dysfunction (Type | or Il HAE) as documented by
ONE of the following (per laboratory standard):

e C1-INH antigenic level below the lower limit of normal
e C1-INH functional level below the lower limit of normal

OR
1.2 HAE with normal C1 inhibitor levels and ONE of the following:
e Confirmed presence of a FXII, angiopoietin-1 or plasminogen gene mutation

e Recurring angioedema attacks that are refractory to high-dose antihistamines with
confirmed family history of angioedema

AND

2 - Prescribed for the treatment of acute HAE attacks

AND

3 - Not used in combination with other approved treatments for acute HAE attacks (e.g.
Firazyr, Ruconest)

AND

4 - ONE of the following:

4.1 Submission of medical records documenting a history of failure, contraindication, or

intolerance to Ruconest (C1 esterase inhibitor [recombinant])

OR

4.2 Patient is currently on Berinert therapy

AND
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5 - Prescribed by ONE of the following:

5.1 Immunologist

OR
5.2 Allergist
Product Name: Berinert
Diagnosis Hereditary angioedema (HAE)
Approval Length 12 month(s)
Therapy Stage Reauthorization
Guideline Type Prior Authorization

Approval Criteria

1 - Documentation of positive clinical response

AND

2 - Prescribed for the acute treatment of HAE (hereditary angioedema) attacks

AND

3 - Not used in combination with other products indicated for the acute treatment of HAE

attacks (e.g. Firazyr, Ruconest)

AND

4 - Prescribed by ONE of the following:

4.1 Immunologist
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OR

4.2 Allergist

2 . Revision History

Date Notes
3/11/2021 Bulk copy C&S Arizona Medicaid SP to Medicaid Arizona SP for eff 7
/1
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Blood Glucose Monitors

Medicaid - Arizona (AZM, AZMREF, AZMDDD)

£

) .
YOPTUM
Prior Authorization Guideline
GL-99566 Blood Glucose Monitors

Formulary Medicaid - Arizona (AZM, AZMREF, AZMDDD)

Formulary Note

Guideline Note:
Effective Date: 12/9/2021

1. Criteria

Product Name: Non-preferred Blood Glucose Monitors*

Approval Length 12 month(s)

Guideline Type Prior Authorization

Approval Criteria

1 - Patient is visually impaired

Notes *Please reference background table for list of Non-preferred Blood Gl
ucose Monitors **Approve Glucose Monitor at NDC Level

Page 222



2 . Background

Benefit/Coverage/Program Information

Non-preferred Blood Glucose Monitors*

CONTOUR
LNK

KIT NEXT

EASY TOUCH KIT
MONITOR

EASYMAXV KIT
SYSTEM

CONTOUR NXT KIT LINK
2.4

KROGER BGM KIT
SYSTEM

EASYMAX NG KIT
SYSTEM

CONTOUR  KIT NEXT ELEMENT AUTO KIT MEIJER BGM KIT

EZ SYSTEM ESSENTIA

CONTOUR  KIT NEXT SMARTEST KIT EJECT |MEIJER GLUCO KIT

MONITOR

CONTOUR  KIT SMARTEST KIT MEIJER BGM KIT

MONITOR PROTEGE PREMIUM

RELION MICRO KIT SMARTEST KIT FORA V30A KIT
PRONTO

RELION KIT MONITOR |SMARTEST KIT FORATN'G KIT VOICE
PERSONA

BD LOGIC KIT MONITOR

GLUCOCOM  KIT
MONITOR

REFUAH PLUS KIT
SYSTEM

BD LATITUDE KIT

RIGHTEST SYSKIT
GM300

KROGER BGM KIT

BD LATITUDE KIT
SYSTEM

RIGHTEST SYSKIT
GM100

KROGER BGM KIT
PREMIUM

QUICKTEK  KIT

RIGHTEST SYSKIT
GM550

CONTOUR
2.4

KIT LINK

ADVANCE  KIT INTUITIO

IGLUCOSE KIT

EASYMAXV KIT
SYSTEM

GLUCOCARD KIT SHNE
CON

NOVA MAX KIT
SYSTEM

EASYMAX NG KIT
SYSTEM
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GLUCOCARD KIT SHNE
EXP

WAVESENSE KIT
KEYNOTE

MYGLUCOHEALT KIT
SYSTEM

GLUCOCARD KIT
EXPRESSI

AGAMA JAZZ KIT
WRLSS 2

MICRODOT  KIT
SYSTEM

POCKETCHEM KIT EZ

AGAMATRIX KIT
PRESTO

ONE TOUCH KIT VERIO
FL

GLUCOCARD 01 KIT
SYSTEM

WAVESENSE KIT AMP

RELION TRUE KIT MET
AIR

GLUCOCARD 01 KIT MINI

SOLUS V2 KIT SYSTEM

VERASENS  KIT

GLUCOCARD KIT X-
METER

COOL MONITOR KIT

INFINITY  KIT VOICE

GLUCOCARD KIT VITAL

TRUERESULT KIT
MONITOR

OPTIUM KIT BL GLUC

RELION PREMI KIT COMP
SYS

TRUERESULT KIT
SYSTEM

PRECISION KIT XTRA

SMART SENSE KIT GLUC
SYS

MEIJER BGM KIT
ESSENTIA

PRECISION KIT LINK

CVS GLUCOSE KIT
METER

MEIJER GLUCO KIT
MONITOR

BIOTEL CARE KIT
SYSTEM

INFINITY  KIT SYSTEM

MEIJER BGM KIT
PREMIUM

BIOTEL CARE KIT

EASYPRO
MONITOR

KIT

FORA V30A KIT

FREESTYLE KIT
SIDEKICK

EASYPRO PLUS KIT

FORATN'G KIT VOICE

FREESTYLE KIT
FREEDOM

PRODIGY PCKT KIT
METER

REFUAH PLUS KIT
SYSTEM

KROGER BGM KIT
PREMIUM

PRODIGY AUTO KIT
MONITOR

KROGER BGM KIT

CONTOUR  KIT LINK

2.4
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PRODIGY VOIC KIT
METER

PRODIGY  KIT NO
CODIN

3. Revision History

Date

Notes

7/12/2021

New Program
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Bonjesta and Diclegis

Medicaid - Arizona (AZM, AZMREF, AZMDDD)

£

) .
YOPTUM
Prior Authorization Guideline
GL-99436  Bonjesta and Diclegis

Formulary Medicaid - Arizona (AZM, AZMREF, AZMDDD)

Formulary Note

Guideline Note:

Effective Date: 12/9/2021

1. Criteria

Product Name: Bonjesta, Brand Diclegis, generic doxylamine/pyridoxine

Diagnosis Nausea and vomiting associated with pregnancy
Approval Length 9 month(s)
Guideline Type Prior Authorization

Approval Criteria

1 - Diagnosis of nausea and vomiting associated with pregnancy
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AND

2 - Documented failure or contraindication to lifestyle modifications (e.g., diet, avoidance of
triggers)

AND

3 - Documented trial and failure or contraindication to a five day trial of over-the-counter
doxylamine taken together with pyridoxine (i.e., not a combined dosage form, but separate
formulations taken concomitantly)

2 . Revision History

Date Notes

3/10/2021 Bulk Copy guidelines starting with B and C from C&S Arizona to Ariz
ona Medicaid
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Brand Over Generic Not Covered

Medicaid - Arizona (AZM, AZMREF, AZMDDD)

5 A"
KYOPTUM
Prior Authorization Guideline
GL-99590 Brand Over Generic Not Covered

Formulary Medicaid - Arizona (AZM, AZMREF, AZMDDD)

Formulary Note

Guideline Note:
Effective Date: 12/9/2021

1. Criteria

Product Name: Generic products on a brand* over generic program

Guideline Type Administrative

Approval Criteria

1 - Requests for a generic product on a brand over generic program (presence of Brand over
generic-Not Covered clinical program in formulary lookup) shall be denied. The plan’s
preferred product is the brand medication.

Notes * Brand product may require prior authorization.

2 . Revision History
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Date

Notes

10/29/2021

Changed effective date to 12/1/21
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Brand Vascepa, Generic Icosapent Ethyl, Brand Lovaza, generic omega-3-acid ethyl esters

Medicaid - Arizona (AZM, AZMREF, AZMDDD)

£

KYOPTUM
Prior Authorization Guideline

GL-99572 Brand Vascepa, Generic Icosapent Ethyl, Brand Lovaza, generic omega-3-
acid ethyl esters

Formulary Medicaid - Arizona (AZM, AZMREF, AZMDDD)

Formulary Note

Guideline Note:
Effective Date: 12/9/2021

1. Criteria

Product Name: Brand Vascepa, Generic Icosapent Ethyl, Brand Lovaza, generic omega-3-
acid ethyl esters

Guideline Type Prior Authorization

Approval Criteria

1 - Requests for brand Vascepa, generic Icosapent Ethyl, Brand Lovaza, generic omega-3-
acid ethyl esters should be denied. The plan's preferred products are generic over-the-counter
omega 3 fatty acids.
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2 . Revision History

Date Notes

7/14/2021 New Policy
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Breast Cancer - Arizona

Medicaid - Arizona (AZM, AZMREF, AZMDDD)

£

%
Q) .
YOPTUM
Prior Authorization Guideline
GL-99541 Breast Cancer - Arizona

Formulary Medicaid - Arizona (AZM, AZMREF, AZMDDD)

Formulary Note

Guideline Note:
Effective Date: 12/9/2021

1. Criteria

Product Name: Brand Arimidex, generic anastrozole

Diagnosis Breast Cancer
Approval Length 12 month(s)
Guideline Type Prior Authorization

Approval Criteria
1 - ONE of the following:

1.1 Adjuvant treatment of postmenopausal patients with hormone receptor-positive early
breast cancer
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OR

1.2 First-line treatment of postmenopausal patients with hormone receptor-positive or
hormone receptor status unknown locally advanced or metastatic breast cancer

OR

1.3 Postmenopausal patients with disease progression following tamoxifen therapy

Product Name: Brand Aromasin, generic exemestane

Diagnosis Breast Cancer
Approval Length 12 month(s)
Guideline Type Prior Authorization

Approval Criteria
1 - ONE of the following:
1.1 Adjuvant treatment of postmenopausal patients with estrogen receptor-positive early

breast cancer who have received 2 to 3 years of tamoxifen and are switched to exemestane
for completion of a total of 5 consecutive years of adjuvant hormonal therapy

OR

1.2 Treatment of advanced breast cancer in postmenopausal patients whose disease has
progressed following tamoxifen therapy

Product Name: Brand Fareston, generic toremifene

Diagnosis Breast Cancer
Approval Length 12 month(s)
Guideline Type Prior Authorization

Approval Criteria
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1 - Treatment of metastatic breast cancer in postmenopausal patients with estrogen receptor
positive tumors or with tumors of unknown estrogen receptor status

Product Name: Brand Arimidex, generic anastrozole, Brand Aromasin, generic exemestane,
Brand Fareston, generic toremifene

Diagnosis National Comprehensive Cancer Network (NCCN) Recommended
Regimens

Approval Length 12 month(s)

Therapy Stage Initial Authorization

Guideline Type Prior Authorization

Approval Criteria

1 - Use supported by The National Comprehensive Cancer Network (NCCN) Drugs and
Biologics Compendium with a Category of Evidence and Consensus of 1, 2A, or 2B.

Product Name: Brand Arimidex, generic anastrozole, Brand Aromasin, generic exemestane,
Brand Fareston, generic toremifene

Diagnosis National Comprehensive Cancer Network (NCCN) Recommended
Regimens

Approval Length 12 month(s)

Therapy Stage Reauthorization

Guideline Type Prior Authorization

Approval Criteria

1 - Documentation of positive clinical response to therapy

2 . Revision History

Date Notes

6/3/2021 Arizona Medicaid 7.1 Implementation
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Breo Ellipta

Medicaid - Arizona (AZM, AZMREF, AZMDDD)

£

< OPTUM"

Prior Authorization Guideline

GL-99564  Breo Ellipta

Formulary Medicaid - Arizona (AZM, AZMREF, AZMDDD)

Formulary Note

Guideline Note:

Effective Date:

12/9/2021

1. Criteria

Product Name: Breo Ellipta

Diagnosis

Asthma, COPD

Approval Length

12 month(s)

Guideline Type

Prior Authorization

Approval Criteria

1 - Both of the following:

1.1 Diagnosis of asthma
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AND
1.2 The patient has a history of failure, contraindication, or intolerance to treatment with ALL
of the following preferred products:
e Advair Diskus (brand) or Advair HFA

e Dulera
e Symbicort

OR

2 - All of the following:

2.1 Diagnosis of chronic obstructive pulmonary disease (COPD)

AND

2.2 One of the following:
2.2.1 History of failure, contraindication, or intolerance to treatment with at least a 30 day
trial of an orally inhaled anticholinergic agent (e.g. Spiriva, Atrovent, Combivent, Tudorza)

OR

2.2.2 History of failure, contraindication, or intolerance to treatment with at least a 30 day
trial of an orally inhaled anticholinergic agent/long-acting beta-agonist combination agent (e.g.
Anoro Ellipta, Stiolto Respimat)

AND
2.3 The patient has a history of failure, contraindication, or intolerance to treatment with ALL
of the following preferred products:
e Advair Diskus (brand) or Advair HFA

e Dulera
e Symbicort
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Brilinta and Effient

Medicaid - Arizona (AZM, AZMREF, AZMDDD)

7

< OPTUM"’

Prior Authorization Guideline

GL-99561 Brilinta and Effient

Formulary Medicaid - Arizona (AZM, AZMREF, AZMDDD)

Formulary Note

Guideline Note:

Effective Date:

12/9/2021

P&T Approval Date:

P&T Revision Date:

1. Criteria

Product Name: Brand Brilinta, Brand Effient, Generic prasurgrel

Diagnosis

Acute coronary syndrome (ACS)

Approval Length

12 month(s)

Guideline Type

Prior Authorization

Approval Criteria

1 - Diagnosis of acute coronary syndrome (ACS) [e.g., unstable angina (UA), non-ST
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elevation myocardial infarction (NSTEMI) or ST-segment elevation myocardial infarction
(STEMI)]

AND

2 - If request is for Effient (prasugrel), patient must be managed with percutaneous coronary
intervention (PCI)
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Buphenyl

Medicaid - Arizona SP (AZM, AZMREF, AZMDDD)

£

KYOPTUM
Prior Authorization Guideline
GL-99600 Buphenyl

Formulary Medicaid - Arizona SP (AZM, AZMREF, AZMDDD)

Formulary Note

Guideline Note:
Effective Date: 12/9/2021

1. Criteria

Product Name: Brand Buphenyl oral powder, generic sodium phenylbutyrate oral powder

Diagnosis Urea Cycle Disorders (UCDs)
Approval Length 12 month(s)
Guideline Type Prior Authorization

Approval Criteria

1 - Diagnosis of urea cycle disorders (UCDs)

Product Name: Brand Buphenyl tablets, generic sodium phenylbutyrate tablets
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Diagnosis Urea Cycle Disorders (UCDs)
Approval Length 12 month(s)

Therapy Stage Initial Authorization

Guideline Type Prior Authorization

Approval Criteria

1 - Diagnosis of urea cycle disorders (UCDs)

AND

2 - Prescriber provides a reason or special circumstance the patient cannot use Buphenyl
(sodium phenylbutyrate) powder for oral solution

Product Name: Brand Buphenyl tablets, generic sodium phenylbutyrate tablets

Diagnosis Urea Cycle Disorders (UCDs)
Approval Length 12 month(s)

Therapy Stage Reauthorization

Guideline Type Prior Authorization

Approval Criteria

1 - Documentation of positive clinical response to Buphenyl (sodium phenylbutyrate) tablets

2 . Revision History

Date Notes

3/11/2021 Bulk Copy C&S Arizona SP to Medicaid Arizona SP for 7/1 eff
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Buprenorphine Sublingual Tablet

Medicaid - Arizona (AZM, AZMREF, AZMDDD)

7

< OPTUM"’

Prior Authorization Guideline

GL-99576  Buprenorphine Sublingual Tablet

Formulary Medicaid - Arizona (AZM, AZMREF, AZMDDD)

Formulary Note

Guideline Note:

Effective Date:

12/9/2021

1. Criteria

Product Name: Buprenorphine Sublingual Tablet

Approval Length

6 Months*

Guideline Type

Prior Authorization

Approval Criteria

1 - Diagnosis of opioid abuse/dependence.

AND

Page 241



2 - Prescriber attests they meet the DATA 2000 (Drug Addiction Treatment Act of 2000)
requirements and has been assigned a unique identification number specific to the
prescription of medication assisted therapy (DEA-X).

AND

3 - One of the following:

3.1 Patient is pregnant or breastfeeding;*

OR
3.2 Both of the following:

3.2.1 Patient had an intolerance or side effect to buprenorphine-naloxone sublingual tablet
or film;

AND

3.2.2 Side effects or intolerances to buprenorphine-naloxone sublingual tablet or films were
not resolved with a trial of anti-emetics (e.g. ondansetron) or non-opioid analgesics.

OR
3.3 Patient has a contraindication to naloxone.
OR
3.4 Both of the following:
3.4.1 Patient has a severe allergy to naloxone [e.g., Stevens-Johnson syndrome, DRESS

(Drug Rash with Eosinophilia and Systemic Symptoms)];

AND
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3.4.2 Provider has submitted a copy of the MedWatch Form 3500 to the Food and Drug
Administration documenting the adverse reaction

AND

4 - Patient is not currently on ANY of the following:

o Benzodiazepines (e.g. Alprazolam, Diazepam, Lorazepam)
e Hypnotics (e.g. Temazepam, Rozerem, Zolpidem)
e Opioids (e.g. Oxycodone, Tramadol, Hydrocodone)

AND

5 - Prescriber attests that the Arizona State Board of Pharmacy Controlled Substance
Prescription Drug Monitoring Program database has been reviewed and that patient has been
warned about the dangers of ingesting concurrent sedating medications

Notes *Approve for 1 year if pregnant or breastfeeding
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Cablivi

Medicaid - Arizona SP (AZM, AZMREF, AZMDDD)

£

< OPTUM"

GL-99601  Cablivi

Prior Authorization Guideline

Formulary Medicaid - Arizona SP (AZM, AZMREF, AZMDDD)

Formulary Note

Guideline Note:

Effective Date:

12/9/2021

1. Criteria

Product Name: Cablivi

Diagnosis

Acquired thrombotic thrombocytopenic purpura (aTTP)

Approval Length

2 month(s)

Therapy Stage

Initial Authorization

Guideline Type

Prior Authorization

Approval Criteria

1 - Diagnosis of acquired thrombotic thrombocytopenic purpura (aTTP)
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AND

2 - Cablivi was initiated in the inpatient setting in combination with plasma exchange therapy

AND

3 - Cablivi will be used in combination with immunosuppressive therapy (e.g., corticosteroids)

AND

4 - Total treatment duration will be limited to 58 days beyond the last therapeutic plasma
exchange

Product Name: Cablivi

Diagnosis Acquired thrombotic thrombocytopenic purpura (aTTP)
Approval Length 2 month(s)

Therapy Stage Reauthorization

Guideline Type Prior Authorization

Approval Criteria

1 - Request is for a new (different) episode requiring the re-initiation of plasma exchange for
the treatment of acquired thrombotic thrombocytopenic purpura (aTTP) (Documentation of
date of prior episode and documentation date of new episode required)

2 . Revision History

Date Notes

3/11/2021 Bulk Copy C&S Arizona SP to Medicaid Arizona SP for 7/1 eff
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Cabotegravir Containing Agents

Medicaid - Arizona (AZM, AZMREF, AZMDDD)

£

< OPTUM"

Prior Authorization Guideline

GL-113150 Cabotegravir Containing Agents

Formulary Medicaid - Arizona (AZM, AZMREF, AZMDDD)

Formulary Note

Guideline Note:

Effective Date:

10/1/2022

1. Criteria

Product Name: Vocabria*, Cabenuva*

Diagnosis

Treatment of HIV-1 Infection

Approval Length

12 month(s)

Guideline Type

Prior Authorization

Approval Criteria

1 - All of the following:

1.1 Diagnosis of HIV-1 infection
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1.2 Patient is 12 years of age or older

1.3 Patient's weight is greater than or equal to 35 kg

1.4 Patient is currently virologically suppressed (HIV-1 RNA less than 50 copies/mL) on a
stable, uninterrupted antiretroviral regimen for at least 6 months

1.5 Patient has no history of treatment failure or known/suspected resistance to either
cabotegravir or rilpivirine

1.6 Provider attests that patient would benefit from long-acting injectable therapy over
standard oral regimens

1.7 Prescribed by or in consultation with a clinician with HIV expertise

2 - For continuation of prior therapy

AND

AND

AND

AND

AND

AND

OR

Notes

*If patient meets criteria above, please approve both Vocabria and Ca
benuva at GPI list “CABOTEGRPA”.
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Product Name: Vocabria**, Apretude**

Diagnosis HIV-1 Pre-Exposure Prophylaxis
Approval Length 12 month(s)

Therapy Stage Initial Authorization

Guideline Type Prior Authorization

Approval Criteria

1 - Requested drug is being used for pre-exposure prophylaxis (PrEP) to reduce the risk of

sexually acquired HIV-1 infection

AND

2 - Patient's weight is greater than or equal to 35 kg

AND

3 - Documentation of both of the following U.S. Food and Drug (FDA)-approved test prior to
use of Vocabria or Apretude:

o Negative HIV-1 antigen/antibody test
e Negative HIV-1 RNA assay

AND
4 - One of the following:
4.1 Contraindication or intolerance to generic emtricitabine-tenofovir disoproxil fumarate
200/300mg
OR
4.2 Provider attests to both of the following:

o Patient would benefit from long-acting injectable therapy over standard oral regimens
o Patient would be adherent to testing and dosing schedule
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Notes **|f patient meets criteria above, please approve both Vocabria and A
pretude at GPI list “APRETUDEPA”

Product Name: Vocabria**, Apretude**

Diagnosis HIV-1 Pre-Exposure Prophylaxis
Approval Length 12 month(s)

Therapy Stage Reauthorization

Guideline Type Prior Authorization

Approval Criteria
1 - Provider attests that patient is adherent to the testing appointments and scheduled
injections of Apretude

AND
2 - Documentation of both of the following U.S. Food and Drug (FDA)-approved test prior to
each maintenance injection of Apretude for HIV PrEP:

o Negative HIV-1 antigen/antibody test
e Negative HIV-1 RNA assay

Notes **|f patient meets criteria above, please approve both Vocabria and A
pretude at GPI list “APRETUDEPA”

2 . Revision History

Date Notes

9/8/2022 New Program
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Calcium/Vitamin D

Medicaid - Arizona (AZM, AZMREF, AZMDDD)

7

< OPTUM"’

Prior Authorization Guideline

GL-99531 Calcium/Vitamin D

Formulary Medicaid - Arizona (AZM, AZMREF, AZMDDD)

Formulary Note

Guideline Note:

Effective Date:

12/9/2021

1. Criteria

Approval Length

12 month(s)

Guideline Type

Prior Authorization

Approval Criteria

1 - Provider has submitted lab work documenting a Vitamin D deficiency

Notes

Calcium carbonate and calcium lactate are covered without the need f

or prior authorization.

2 . Revision History
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Date

Notes

5/18/2021

7/1 Implementation
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Camzyos (mavacamten)

Medicaid - Arizona SP (AZM, AZMREF, AZMDDD)

£

< OPTUM"

Prior Authorization Guideline

GL-114157 Camzyos (mavacamten)

Formulary Medicaid - Arizona SP (AZM, AZMREF, AZMDDD)

Formulary Note

Guideline Note:

Effective Date:

10/1/2022

1. Criteria

Product Name: Camzyos

Approval Length

6 month(s)

Therapy Stage

Initial Authorization

Guideline Type

Prior Authorization

Approval Criteria

1 - Diagnosis of obstructive hypertrophic cardiomyopathy (HCM)
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AND

2 - Patient has New York Heart Association (NYHA) Class Il or Il symptoms (e.g., shortness
of breath, chest pain)

AND

3 - Patient has a left ventricular ejection fraction of greater than or equal to 55%

AND

4 - Patient has valsalva left ventricular outflow tract (LVOT) peak gradient greater than or
equal to 50 mmHg at rest or with provocation

AND
5 - Trial and failure, contraindication, or intolerance to both of the following at a maximally
tolerated dose:
e non-vasodilating beta blocker (e.qg., bisoprolol, propranolol)
e calcium channel blocker (e.g., verapamil, diltiazem)

AND

6 - Prescribed by or in consultation with a cardiologist

Product Name: Camzyos

Approval Length 12 month(s)
Therapy Stage Reauthorization
Guideline Type Prior Authorization

Approval Criteria
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1 - Documentation of positive clinical response to therapy (e.g., improved symptom relief)

2 - Patient has a left ventricular ejection fraction of greater than or equal to 50%

3 - Prescribed by or in consultation with a cardiologist

2 . Revision History

Date

Notes

9/20/2022

New Program
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Caplyta (lumateperone)

Medicaid - Arizona (AZM, AZMREF, AZMDDD)

£

< OPTUM"

Prior Authorization Guideline

GL-112751  Caplyta (lumateperone)

Formulary Medicaid - Arizona (AZM, AZMREF, AZMDDD)

Formulary Note

Guideline Note:

Effective Date:

8/27/2022

1. Criteria

Product Name: Caplyta

Diagnosis

Schizophrenia

Approval Length

12 month(s)

Guideline Type

Prior Authorization

Approval Criteria

1 - Diagnosis of schizophrenia
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AND

2 - One of the following:

2.1 History of failure, contraindication or intolerance to at least THREE of the following
preferred alternatives:

Aripiprazole (e.g., generic Abilify, Abilify Maintena, Aristata)
Clozapine/clozapine ODT

Latuda (lurasidone)

Olanzapine/olanzapine ODT

Invega injectable formulations (e.g., Invega Sustenna, Invega Trinza, Hafyera)
Quetiapine

Risperidone/risperidone ODT/Risperdal Consta (risperidone injection)
Ziprasidone

OR
2.2 One of the following:
2.2.1 The patient has been receiving treatment with Caplyta and is new to the plan
(enrollment effective date within the past 90 days)

OR

2.2.2 The patient is currently receiving treatment with Caplyta in the hospital and must
continue upon discharge

Product Name: Caplyta

Diagnosis Bipolar Disorder
Approval Length 12 month(s)
Guideline Type Prior Authorization

Approval Criteria

1 - Diagnosis of bipolar | or Il disorder (bipolar depression)
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AND

2 - One of the following:

2.1 History of failure, contraindication or intolerance to at least THREE of the following
preferred alternatives:

Bupropion IR/SR/XL (e.g., generic Wellbutrin IR/SR/XL)
Citalopram tablets or solution

Duloxetine 20 mg, 30 mg, or 60 mg

Escitalopram tablets

Fluoxetine tablets or solution

Fluvoxamine tablets

Mirtazapine

Paroxetine IR tablets

Sertraline tablets or oral concentrate for solution
Trazodone

Venlafaxine IR tablets or Venlafaxine ER capsules

OR

2.2 One of the following:

2.2.1 The patient has been receiving treatment with Caplyta and is new to the plan
(enrollment effective date within the past 90 days)

OR

2.2.2 The patient is currently receiving treatment with Caplyta in the hospital and must
continue upon discharge

Product Name: Caplyta

Diagnosis Caplyta Requests Exceeding Quantity Limit*
Approval Length 12 month(s)
Guideline Type Quantity Limit

Approval Criteria
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1 - ONE of the following:

1.1 The requested drug must be used for a Food and Drug Administration (FDA)-approved
indication

OR

1.2 The use of this drug is supported by information from one of the following appropriate
compendia of current literature:

e Food and Drug Administration (FDA) approved indications and limits

o Published practice guidelines and treatment protocols

o Comparative data evaluating the efficacy, type and frequency of side effects and
potential drug interactions among alternative products as well as the risks, benefits
and potential member outcomes

Drug Facts and Comparisons

American Hospital Formulary Service Drug Information

United States Pharmacopeia — Drug Information

DRUGDEX Information System

UpToDate

MicroMedex

Peer-reviewed medical literature, including randomized clinical trials, outcomes,
research data and pharmacoeconomic studies

e Other drug reference resources

AND

2 - ONE of the following:

2.1 The drug is being prescribed within the manufacturer’s published dosing guidelines

OR

2.2 The requested dose falls within dosing guidelines found in one of the following
compendia of current literature:

e Food and Drug Administration (FDA) approved indications and limits

o Published practice guidelines and treatment protocols

o Comparative data evaluating the efficacy, type and frequency of side effects and
potential drug interactions among alternative products as well as the risks, benefits
and potential member outcomes

e Drug Facts and Comparisons
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American Hospital Formulary Service Drug Information

United States Pharmacopeia — Drug Information

DRUGDEX Information System

UpToDate

MicroMedex

Peer-reviewed medical literature, including randomized clinical trials, outcomes,
research data and pharmacoeconomic studies

e Other drug reference resources

AND

3 - The requested dosage cannot be achieved using the plan accepted quantity limit of a
different dose or formulation

AND

4 - The drug is being prescribed for a medically accepted indication that is recognized as a
covered benefit by the applicable health plans’ program

AND

5 - Physician has provided rationale for needing to exceed the quantity limit of one capsule
(42 milligrams [mg]) per day (NOTE: The treatment effect of Caplyta 84mg daily versus
placebo was NOT statistically significant in clinical trials.)

Notes *Caplyta requests should be reviewed using the above Non-Preferred
criteria. This section is for Caplyta quantity limit requests only.

2 . Revision History

Date Notes
8/26/2022 Removed basic info notes, replaced "NP behavioral health drug" with
"Caplyta".
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Caprelsa

Medicaid - Arizona SP (AZM, AZMREF, AZMDDD)

N OPTUM
Prior Authorization Guideline
GL-99678 Caprelsa

Formulary Medicaid - Arizona SP (AZM, AZMREF, AZMDDD)

Formulary Note

Guideline Note:

Effective Date: 12/9/2021

1. Criteria

Product Name: Caprelsa

Diagnosis Medullary thyroid cancer (MTC)
Approval Length 12 month(s)

Therapy Stage Initial Authorization

Guideline Type Prior Authorization

Approval Criteria

1 - Diagnosis of medullary thyroid cancer (MTC)
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AND

2 - ONE of the following:

e Unresectable locally advanced disease
o Metastatic disease

AND

3 - ONE of the following:

o Patient has symptomatic disease
o Patient has progressive disease

Product Name: Caprelsa

Diagnosis Medullary thyroid cancer (MTC)

Approval Length 12 month(s)

Therapy Stage Reauthorization

Guideline Type Prior Authorization

Approval Criteria

1 - Patient does not show evidence of progressive disease while on Caprelsa therapy

Product Name: Caprelsa

Diagnosis Follicular carcinoma, Hurthle cell carcinoma, Papillary carcinoma
Approval Length 12 month(s)

Therapy Stage Initial Authorization

Guideline Type Prior Authorization

Approval Criteria

1 - One of the following diagnoses:
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e Follicular carcinoma
e Hurthle cell carcinoma
o Papillary carcinoma

AND
2 - One of the following:
e Unresectable recurrent disease
o Persistent locoregional disease
e Metastatic disease
AND
3 - One of the following:
o Patient has symptomatic disease
o Patient has progressive disease
AND

4 - Disease is refractory to radioactive iodine treatment

Product Name: Caprelsa

Diagnosis Follicular carcinoma, Hiirthle cell carcinoma, Papillary carcinoma
Approval Length 12 month(s)

Therapy Stage Reauthorization

Guideline Type Prior Authorization

Approval Criteria

1 - Patient does not show evidence of progressive disease while on Caprelsa therapy

Product Name: Caprelsa

Diagnosis Non-Small Cell Lung Cancer (NSCLC)
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Approval Length

12 month(s)

Therapy Stage

Initial Authorization

Guideline Type

Prior Authorization

Approval Criteria

1 - Diagnosis of Non-Small Cell Lung Cancer (NSCLC)

2 - Disease is positive for RET gene rearrangement

AND

Product Name: Caprelsa

Diagnosis

Non-Small Cell Lung Cancer (NSCLC)

Approval Length

12 month(s)

Therapy Stage

Reauthorization

Guideline Type

Prior Authorization

Approval Criteria

1 - Patient does not show evidence of progressive disease while on Caprelsa therapy

Product Name: Caprelsa

Diagnosis

National Comprehensive Cancer Network (NCCN) Recommended
Regimens

Approval Length

12 month(s)

Therapy Stage

Initial Authorization

Guideline Type

Prior Authorization

Approval Criteria

1 - Use supported by The National Comprehensive Cancer Network (NCCN) Drugs and
Biologics Compendium with a Category of Evidence and Consensus of 1, 2A, or 2B.
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Product Name: Caprelsa

Diagnosis National Comprehensive Cancer Network (NCCN) Recommended
Regimens

Approval Length 12 month(s)

Therapy Stage Reauthorization

Guideline Type Prior Authorization

Approval Criteria

1 - Documentation of positive clinical response to Caprelsa therapy

2 . Revision History

Date Notes

4/8/2021 7/1 Implementation
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Carbaglu (carglumic acid)

Medicaid - Arizona SP (AZM, AZMREF, AZMDDD)

£

< OPTUM"

Prior Authorization Guideline

GL-104872  Carbaglu (carglumic acid)

Formulary Medicaid - Arizona SP (AZM, AZMREF, AZMDDD)

Formulary Note

Guideline Note:

Effective Date:

4/1/2022

1. Criteria

Product Name: Brand Carbaglu, Generic carglumic acid

Diagnosis

Acute Hyperammonemia due to N-acetylglutamate Synthase (NAGS)
Deficiency

Approval Length

3 month(s)

Guideline Type

Prior Authorization

Approval Criteria

1 - Submission of medical records (e.g., chart notes, lab work, imaging) documenting
diagnosis of acute hyperammonemia due to N-acetylglutamate synthase (NAGS) deficiency
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AND

2 - Medication will be used as adjunctive therapy to other ammonia lowering therapies (e.g.,
protein restriction, ammonia scavengers, dialysis)

AND

3 - Prescribed by or in consultation with a specialist focused in the treatment of metabolic
disorders

Product Name: Brand Carbaglu, Generic carglumic acid

Diagnosis Acute Hyperammonemia due to Propionic Acidemia (PA) or
Methylmalonic Acidemia (MMA)

Approval Length 1 month(s)

Guideline Type Prior Authorization

Approval Criteria

1 - Submission of medical records (e.g., chart notes, lab work, imaging) documenting
diagnosis of acute hyperammonemia due to propionic acidemia (PA) or methylmalonic
acidemia (MMA)

AND

2 - Medication will be used as adjunctive therapy to other ammonia lowering therapies (e.g.
intravenous glucose, insulin, protein restriction, dialysis)

AND

3 - Patient’s plasma ammonia level is greater than or equal to 50 micromol/L

AND
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4 - Medication will be used for a maximum duration of 7 days

AND

5 - Prescribed by or in consultation with a specialist focused in the treatment of metabolic
disorders

Product Name: Brand Carbaglu, Generic carglumic acid

Diagnosis Chronic Hyperammonemia due to N-acetylglutamate Synthase
(NAGS) Deficiency

Approval Length 12 month(s)

Therapy Stage Initial Authorization

Guideline Type Prior Authorization

Approval Criteria

1 - Submission of medical records (e.g., chart notes, lab work, imaging) documenting

diagnosis of chronic hyperammonemia due to N-acetylglutamate synthase (NAGS) deficiency

AND

2 - NAGS deficiency has been confirmed by genetic/mutational analysis

AND

3 - Medication will be used as maintenance therapy

AND

4 - Prescribed by or in consultation with a specialist focused in the treatment of metabolic
disorders

Product Name: Brand Carbaglu, Generic carglumic acid
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Diagnosis Chronic Hyperammonemia due to N-acetylglutamate Synthase
(NAGS) Deficiency

Approval Length 12 month(s)
Therapy Stage Reauthorization
Guideline Type Prior Authorization

Approval Criteria

1 - Submission of medical records (e.g., chart notes, lab work, imaging) documenting a
positive clinical response to therapy (e.g., plasma ammonia level within the normal range)

2 . Revision History

Date Notes

3/31/2022 New program for Carbaglu, mirrors ORx LOB. Added submission of
MR to each section.
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Cayston

Medicaid - Arizona SP (AZM, AZMREF, AZMDDD)

£

< OPTUM"

GL-99603  Cayston
Formulary Medic

Formulary Note

Guideline Note:

Prior Authorization Guideline

aid - Arizona SP (AZM, AZMREF, AZMDDD)

Effective Date:

12/9/2021

1. Criteria

Product Name: Cayston

Diagnosis

Cystic Fibrosis (CF)

Approval Length

12 month(s)

Guideline Type

Prior Authorization

Approval Criteria

1 - Diagnosis of cystic fi

brosis (CF)

2 . Revision Histo

ry
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Date

Notes

3/11/2021

Bulk Copy C&S Arizona SP to Medicaid Arizona SP for 7/1 eff
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CGRP - AZ

Medicaid - Arizona (AZM, AZMREF, AZMDDD)

&) |
N OPTUM
Prior Authorization Guideline
GL-99517 CGRP -AZ

Formulary Medicaid - Arizona (AZM, AZMREF, AZMDDD)

Formulary Note

Guideline Note:

Effective Date: 12/9/2021

1. Criteria

Product Name: Ajovy, Emgality 120mg

Diagnosis Episodic Migraine
Approval Length 6 month(s)
Therapy Stage Initial Authorization
Guideline Type Prior Authorization

Approval Criteria
1 - Diagnosis of episodic migraines with BOTH of the following:

e Less than 15 headache days per month
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o Patient has 4 to 14 migraine days per month

AND

2 - Trial and failure (after a trial of at least two months), contraindication, or intolerance to
TWO of the following prophylactic therapies from the list below:

e Amitriptyline (Elavil)*

o ONE of the following beta-blockers: atenolol, metoprolol, nadolol, propranolol, or
timolol*

o Divalproex sodium [Depakote/Depakote ER (extended-release)]*

e Topiramate (Topamax)*

o Venlafaxine [Effexor/Effexor XR (extended-release)*]

AND

3 - Medication will NOT be used in combination with another biologic CGRP (calcitonin gene-
related peptide) antagonist or inhibitor [e.g. Aimovig, Vyepti (eptinezumab-jjmr)]

Notes *Drug may require PA

Product Name: Aimovig

Diagnosis Episodic Migraine
Approval Length 6 month(s)
Therapy Stage Initial Authorization
Guideline Type Prior Authorization

Approval Criteria

1 - Diagnosis of episodic migraines with BOTH of the following:
e Less than 15 headache days per month
o Patient has 4 to 14 migraine days per month

AND

2 - Trial and failure (after a trial of at least two months), contraindication, or intolerance to
TWO of the following prophylactic therapies from the list below:
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e Amitriptyline (Elavil)*

e ONE of the following beta-blockers: atenolol, metoprolol, nadolol, propranolol, or

timolol*

o Divalproex sodium [Depakote/Depakote ER (extended-release)]*

o Topiramate (Topamax)*

o Venlafaxine [Effexor/Effexor XR (extended-release)]*

3 - Medication will NOT be used in combination with another biologic CGRP (calcitonin gene-
related peptide) antagonist or inhibitor (e.g. Ajovy, Emgality, Vyepti)

4 - The patient has a history of failure, contraindication, or intolerance to BOTH of the

AND

AND

following (document date tried):

o Ajovy*

e Emgality 120 milligrams*

Notes

*Drug may require PA

Product Name: Aimovig, Ajovy, Emgality 120mg

Diagnosis

Episodic Migraine

Approval Length

12 month(s)

Therapy Stage

Reauthorization

Guideline Type

Prior Authorization

Approval Criteria

1 - Patient has experienced a positive response to therapy, demonstrated by a reduction in

headache frequency and/or intensity

AND
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2 - Medication will NOT be used in combination with another biologic CGRP (calcitonin gene-
related peptide) antagonist or inhibitor (e.g. Vyepti)

Product Name: Ajovy or Emgality 120mg

Diagnosis Chronic Migraine
Approval Length 6 month(s)
Therapy Stage Initial Authorization
Guideline Type Prior Authorization

Approval Criteria

1 - Diagnosis of chronic migraines with BOTH of the following:

e Greater than or equal to 15 headache days per month
e Greater than or equal to 8 migraine days per month

AND

2 - Trial and failure (after a trial of at least two months), contraindication, or intolerance to
TWO of the following prophylactic therapies from the list below:

e Amitriptyline (Elavil)*

e ONE of the following beta-blockers: atenolol, metoprolol, nadolol, propranolol, or
timolol *

o Divalproex sodium [Depakote/Depakote ER (extended-release)*]

o Topiramate (Topamax)*

o Venlafaxine [Effexor/Effexor XR (extended-release)*]

AND

3 - Medication will NOT be used in combination with another biologic CGRP (calcitonin gene-
related peptide) antagonist or inhibitor

Notes *Drug may require PA

Product Name: Aimovig

Diagnosis Chronic Migraine
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Approval Length 6 month(s)

Therapy Stage Initial Authorization

Guideline Type Prior Authorization

Approval Criteria
1 - Diagnosis of chronic migraines with BOTH of the following:

e Greater than or equal to 15 headache days per month
o Greater than or equal to 8 migraine days per month

AND

2 - Trial and failure (after a trial of at least two months), contraindication, or intolerance to
TWO of the following prophylactic therapies from the list below (document name and date
tried): prophylactic therapies from the list below:

e Amitriptyline (Elavil)*

ONE of the following beta-blockers: atenolol, metoprolol, nadolol, propranolol, or
timolol*

Divalproex sodium [Depakote/Depakote ER (extended-release)]*
OnabotulinumtoxinA (Botox)*

Topiramate (Topamax)*

Venlafaxine [Effexor/Effexor XR (extended-release)]*

AND

3 - Medication will NOT be used in combination with another biologic CGRP (calcitonin gene-
related peptide) antagonist or inhibitor (e.g., Ajovy Emgality, Vyepti)

AND

4 - The patient has a history of failure, contraindication, or intolerance to BOTH of the
following (document date tried):

e Ajovy*
e Emgality 120 milligrams*

Notes *Drug may require PA
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Product Name: Aimovig, Ajovy, or Emgality 120mg

Diagnosis

Chronic Migraine

Approval Length

12 month(s)

Therapy Stage

Reauthorization

Guideline Type

Prior Authorization

Approval Criteria

1 - Patient has experienced a positive response to therapy, demonstrated by a reduction in

headache frequency and/or intensity

2 - Medication will NOT be used in combination with another biologic CGRP (calcitonin gene-

AND

related peptide) antagonist or inhibitor (e.g., Vyepti)

Product Name: Emgality 100mg

Diagnosis

Episodic Cluster Headache

Approval Length

6 month(s)

Therapy Stage

Initial Authorization

Guideline Type

Prior Authorization

Approval Criteria

1 - Diagnosis of episodic cluster headache

AND

2 - Patient has experienced at least 2 cluster periods lasting from 7 days to 365 days,
separated by pain-free periods lasting at least three months

AND
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3 - Medication will NOT be used in combination with another biologic CGRP (calcitonin gene-
related peptide) antagonist or inhibitor (e.g., Aimovig, Ajovy, Vyepti)

Product Name: Emgality 100mg

Diagnosis Episodic Cluster Headache
Approval Length 12 month(s)

Therapy Stage Reauthorization

Guideline Type Prior Authorization

Approval Criteria
1 - Patient has experienced a positive response to therapy, demonstrated by a reduction in
headache frequency and/or intensity

AND

2 - Medication will NOT be used in combination with another biologic CGRP (calcitonin gene-
related peptide) antagonist or inhibitor (e.g., Aimovig, Ajovy, Vyepti)

2 . Revision History

Date Notes

5/13/2021 Arizona Medicaid 7.1 Implementation
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Cholbam

Medicaid - Arizona SP (AZM, AZMREF, AZMDDD)

&) |
N OPTUM
Prior Authorization Guideline
GL-99700 Cholbam

Formulary Medicaid - Arizona SP (AZM, AZMREF, AZMDDD)

Formulary Note

Guideline Note:

Effective Date: 12/9/2021

1. Criteria

Product Name: Cholbam

Diagnosis Bile Acid Synthesis Disorder
Approval Length 12 month(s)

Therapy Stage Initial Authorization
Guideline Type Prior Authorization

Approval Criteria

1 - Diagnosis of a bile acid synthesis disorder
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AND

2 - Itis due to single enzyme defects

Product Name: Cholbam

Diagnosis Peroxisomal Disorders Including Zellweger Spectrum Disorders
Approval Length 12 month(s)

Therapy Stage Initial Authorization

Guideline Type Prior Authorization

Approval Criteria

1 - Diagnosis of peroxisomal disorders including Zellweger spectrum disorders

AND

2 - Patient exhibits manifestations of liver disease, steatorrhea, or complications from
decreased fat soluble vitamin absorption

AND

3 - It is being used as adjunctive treatment

Product Name: Cholbam

Diagnosis All Indications
Approval Length 12 month(s)
Therapy Stage Reauthorization
Guideline Type Prior Authorization

Approval Criteria

1 - Documentation of positive clinical response to Cholbam therapy
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2 . Revision History

Date

Notes

4/10/2021

7/1 Implementation
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Cialis for BPH - AZM

Medicaid - Arizona (AZM, AZMREF, AZMDDD)

£

< OPTUM"

Prior Authorization Guideline

GL-105174  Cialis for BPH - AZM

Formulary Medicaid - Arizona (AZM, AZMREF, AZMDDD)

Formulary Note

Guideline Note:

Effective Date:

4/1/2022

1. Criteria

Product Name: Brand Cialis 5mg, generic tadalafil 5mg

Diagnosis

Benign Prostatic Hyperplasia (BPH)

Approval Length

12 month(s)

Guideline Type

Prior Authorization

Approval Criteria

1 - All of the following:

1.1 The patient has a diagnosis of benign prostatic hyperplasia (BPH)
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AND

1.2 History of failure, intolerance, or contraindication to BOTH of the following:

o Alpha Blockers (e.g., tamsulosin, alfuzosin ER, doxazosin, or terazosin)

o 5-alpha reductase inhibitors (e.g., finasteride)

AND

1.3 Dose does not exceed 5 milligrams once daily

AND

2 - Provider attests that patient is not using any form of organic nitrate (for example,
nitroglycerin, isosorbide dinitrate, isosorbide mononitrate or amyl nitrate) or Adempas

2 . Revision History

Date Notes

3/24/2022 Added physician attestation re: patient not using nitrates
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Cibingo (abrocitinib)

Medicaid - Arizona SP (AZM, AZMREF, AZMDDD)

KYOPTUM
Prior Authorization Guideline
GL-104977  Cibingo (abrocitinib)

Formulary Medicaid - Arizona SP (AZM, AZMREF, AZMDDD)

Formulary Note

Guideline Note:

Effective Date: 4/1/2022

1. Criteria

Product Name: Cibingo

Approval Length 6 month(s)
Therapy Stage Initial Authorization
Guideline Type Prior Authorization

Approval Criteria

1 - Submission of medical records (e.g., chart notes, lab work, imaging) documenting
diagnosis of moderate to severe atopic dermatitis
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AND

2 - One of the following:
e Involvement of at least 10% body surface area (BSA)
e SCORIing Atopic Dermatitis (SCORAD) index value of at least 25 [A]

AND

3 - Prescribed by or in consultation with one of the following:

o Dermatologist
o Allergist/Immunologist

AND

4 - Trial and failure of a minimum 30-day supply (14-day supply for topical corticosteroids),
contraindication, or intolerance to at least TWO of the following:

Medium or higher potency topical corticosteroid
Pimecrolimus cream*

Tacrolimus ointment

Eucrisa (crisaborole) ointment*

AND

5 - One of the following:
5.1 Trial and failure of a minimum 12-week supply of at least one systemic drug product for

the treatment of atopic dermatitis (examples include, but are not limited to, Adbry
[tralokinumab-ldrm], Dupixent [dupilumab], etc.)

OR
5.2 Patient has a contraindication, intolerance, or treatment is inadvisable with both of the

following FDA-approved atopic dermatitis therapies:

e Adbry (tralokinumab-ldrm)
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e Dupixent (dupilumab)

AND

6 - Not used in combination with biologic immunomodulators (e.g., Dupixent, Adbry) or other
immunosuppressants (e.g., azathioprine, cyclosporine)

Notes *Product may require step therapy

Product Name: Cibingo

Approval Length 12 month(s)
Therapy Stage Reauthorization
Guideline Type Prior Authorization

Approval Criteria

1 - Submission of medical records (e.g., chart notes, lab work, imaging) documenting a
positive clinical response to therapy as evidenced by at least ONE of the following:

e Reduction in body surface area involvement from baseline
e Reduction in SCORIing Atopic Dermatitis (SCORAD) index value from baseline [A]

AND

2 - Not used in combination with biologic immunomodulators (e.g., Dupixent, Adbry) or other
immunosuppressants (e.g., azathioprine, cyclosporine)

2 . Background

Clinical Practice Guidelines

Table 1. Relative potencies of topical corticosteroids [2]

Class Drug Dosage Form Strength
(%)
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Very high  Augmented betamethasone  Ointment, gel 0.05
potency dipropionate
Clobetasol propionate Cream, foam, ointment 0.05
Diflorasone diacetate Ointment 0.05
Halobetasol propionate Cream, ointment 0.05
High Amcinonide Cream, lotion, ointment 0.1
Potency
Augmented betamethasone  Cream, lotion 0.05
dipropionate
Betamethasone dipropionate  Cream, foam, ointment, 0.05
solution
Desoximetasone Cream, ointment 0.25
Desoximetasone Gel 0.05
Diflorasone diacetate Cream 0.05
Fluocinonide Cream, gel, ointment, solution 0.05
Halcinonide Cream, ointment 0.1
Mometasone furoate Ointment 0.1
Triamcinolone acetonide Cream, ointment 0.5
Medium Betamethasone valerate Cream, foam, lotion, ointment 0.1
potency _
Clocortolone pivalate Cream 0.1
Desoximetasone Cream 0.05
Fluocinolone acetonide Cream, ointment 0.025
Flurandrenolide Cream, ointment, lotion 0.05
Fluticasone propionate Cream 0.05
Fluticasone propionate Ointment 0.005
Mometasone furoate Cream, lotion 0.1
Triamcinolone acetonide Cream, ointment, lotion 0.1
Hydrocortisone butyrate Cream, ointment, solution 0.1
Hydrocortisone probutate Cream 0.1
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Lower- Hydrocortisone valerate Cream, ointment 0.2
medium :
potency  Prednicarbate Cream 0.1
Low Alclometasone dipropionate ~ Cream, ointment 0.05

potency : :

Desonide Cream, gel, foam, ointment 0.05

Fluocinolone acetonide Cream, solution 0.01
Lowest Dexamethasone Cream 0.1
potency - - -

Hydrocortisone Cream, lotion, ointment, 0.25,0.5,1

solution
Hydrocortisone acetate Cream, ointment 0.5-1
3. Endnotes

A. The Scoring Atopic Dermatitis (SCORAD) index is a clinical tool for assessing the
severity of atopic dermatitis lesions based on affected body area and intensity of plaque
characteristics. [3, 4] The extent and severity of AD over the body area (A) and the
severity of 6 specific symptoms (erythema, edema/papulation, excoriations,
lichenification, oozing/crusts, and dryness) (B) are assessed and scored by the
Investigator. Subjective assessment of itch and sleeplessness is scored by the patient
(C). The SCORAD score is a combined score (A/5 + 7B/2 + C) with a maximum of 103.
Higher scores indicate greater severity/worsened state. A score of 25 to 50 indicates
moderate disease severity and greater than 50 indicates severe disease. [5]

4 . Revision History

Date

Notes

3/22/2022

al and reauth

New Program mirrors ORx with Submission of Records added to initi
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Cimzia- Arizona

Medicaid - Arizona SP (AZM, AZMREF, AZMDDD)

£

< OPTUM"

GL-99712 Cimzia- A

Prior Authorization Guideline

rizona

Formulary Medicaid - Arizona SP (AZM, AZMREF, AZMDDD)

Formulary Note

Guideline Note:

Effective Date:

12/9/2021

1. Criteria

Product Name: Cimzia

Diagnosis

Crohn’s Disease

Approval Length

12 month(s)

Therapy Stage

Initial Authorization

Guideline Type

Prior Authorization

Approval Criteria

1 - One of the following:

1.1 All of the following:
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1.1.1 Diagnosis of moderately to severely active Crohn’s disease

AND

1.1.2 History of failure to ONE of the following conventional therapies at maximally indicated
doses within the last 3 months, unless contraindicated or clinically significant adverse effects
are experienced (document drug, date, and duration of trial):*

Corticosteroids (e.g., prednisone, methylprednisolone, budesonide)
6-mercaptopurine (Purinethol)

Azathioprine (Imuran)

Methotrexate (Rheumatrex, Trexall)

AND

1.1.3 Patient is NOT receiving Cimzia in combination with ONE of the following:

o Biologic DMARD (disease modifying antirheumatic drug) [e.g., Enbrel (etanercept),
Humira (adalimumab), Simponi (golimumab)]

e Janus kinase inhibitor [e.g., Xeljanz (tofacitinib)]

e Phosphodiesterase 4 (PDE4) inhibitor [e.g. Otezla (apremilast)]

AND

1.1.4 History of failure, contraindication, or intolerance to Humira (adalimumab)

AND

1.1.5 Prescribed by or in consultation with a gastroenterologist

OR

1.2 All of the following:

1.2.1 Patient is currently on Cimzia therapy as documented by claims history or medical
records (document drug, date, and duration of therapy)
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AND

1.2.2 Diagnosis of Crohn’s disease

AND

1.2.3 Patient is NOT receiving Cimzia in combination with ONE of the following:
o Biologic DMARD [e.g., Enbrel (etanercept), Humira (adalimumab), Simponi
(golimumab)]

e Janus kinase inhibitor [e.g., Xeljanz (tofacitinib)]
e Phosphodiesterase 4 (PDE4) inhibitor [e.g. Otezla (apremilast)]

AND

1.2.4 Prescribed by or in consultation with a gastroenterologist

Notes *Note: Claims history may be used in conjunction as documentation of
drug, date, and duration of trial

Product Name: Cimzia

Diagnosis Crohn’s Disease
Approval Length 12 month(s)
Therapy Stage Reauthorization
Guideline Type Prior Authorization

Approval Criteria

1 - Documentation of positive clinical response to Cimzia therapy

AND

2 - Patient is NOT receiving Cimzia in combination with ONE of the following:
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o Biologic DMARD (disease modifying anti-rheumatic drug) [e.g., Enbrel (etanercept),
Humira (adalimumab), Simponi (golimumab)]

e Janus kinase inhibitor [e.g., Xeljanz (tofacitinib)]

e Phosphodiesterase 4 (PDE4) inhibitor [e.g., Otezla (apremilast)]

AND

3 - Prescribed by or in consultation with a gastroenterologist

Product Name: Cimzia

Diagnosis Rheumatoid Arthritis (RA)
Approval Length 12 month(s)

Therapy Stage Initial Authorization
Guideline Type Prior Authorization

Approval Criteria
1 - One of the following:
1.1 All of the following:

1.1.1 Diagnosis of moderately to severely active rheumatoid arthritis (RA)

AND

1.1.2 History of failure to a 3 month trial of one non-biologic disease modifying anti-
rheumatic drug (DMARD) [eg, methotrexate, leflunomide, sulfasalazine, hydroxychloroquine]
at maximally indicated doses within the last 6 months, unless contraindicated or clinically
significant adverse effects are experienced (document drug, date, and duration of trial)*

AND

1.1.3 Patient is NOT receiving Cimzia in combination with ONE of the following:

o Biologic DMARD (disease modifying anti-rheumatic drug) [e.g., Enbrel (etanercept),
Humira (adalimumab), Simponi (golimumab)]
e Janus kinase inhibitor [e.g., Xeljanz (tofacitinib)]
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e Phosphodiesterase 4 (PDE4) inhibitor [e.g. Otezla (apremilast)]
AND

1.1.4 History of failure, contraindication, or intolerance to ALL of the following:

e Humira (adalimumab)
o Enbrel (etanercept)
e Xeljanz (tofacitinib)

AND

1.1.5 Prescribed by or in consultation with a rheumatologist

OR

1.2 All of the following:

1.2.1 Patient is currently on Cimzia therapy as documented by claims history or medical
records (document drug, date, and duration of therapy)

AND

1.2.2 Diagnosis of moderately to severely active RA

AND

1.2.3 Patient is NOT receiving Cimzia in combination with ONE of the following:

o Biologic DMARD [e.g., Enbrel (etanercept), Humira (adalimumab), Simponi

(golimumab)]
e Janus kinase inhibitor [e.g., Xeljanz (tofacitinib)]
e Phosphodiesterase 4 (PDE4) inhibitor [e.g. Otezla (apremilast)]

AND

1.2.4 Prescribed by or in consultation with a rheumatologist
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Notes *Note: Claims history may be used in conjunction as documentation of
drug, date, and duration of trial

Product Name: Cimzia

Diagnosis Rheumatoid Arthritis (RA)
Approval Length 12 month(s)

Therapy Stage Reauthorization
Guideline Type Prior Authorization

Approval Criteria
1 - Documentation of positive clinical response to Cimzia therapy
AND
2 - Patient is NOT receiving Cimzia in combination with ONE of the following:
o Biologic DMARD (disease modifying anti-rheumatic drug) [e.g., Enbrel (etanercept),
Humira (adalimumab), Simponi (golimumab)]

e Janus kinase inhibitor [e.g., Xeljanz (tofacitinib)]
e Phosphodiesterase 4 (PDE4) inhibitor [e.g., Otezla (apremilast)]

AND

3 - Prescribed by or in consultation with a rheumatologist

Product Name: Cimzia

Diagnosis Psoriatic Arthritis
Approval Length 12 month(s)
Therapy Stage Initial Authorization
Guideline Type Prior Authorization

Approval Criteria

1 - One of the following:
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1.1 All of the following:

1.1.1 Diagnosis of active psoriatic arthritis

AND

1.1.2 History of failure to a 3 month trial of methotrexate at the maximally indicated dose
within the last 6 months, unless contraindicated or clinically significant adverse effects are
experienced (document drug, date, and duration of trial)*

AND

1.1.3 Patient is NOT receiving Cimzia in combination with ONE of the following:

o Biologic DMARD (disease modifying anti-rheumatic drug) [e.g., Enbrel (etanercept),
Humira (adalimumab), Simponi (golimumab)]

e Janus kinase inhibitor [e.g., Xeljanz (tofacitinib)]

o Phosphodiesterase 4 (PDE4) inhibitor [e.g. Otezla (apremilast)]

AND

1.1.4 History of failure, contraindication, or intolerance to THREE of the following:

Humira (adalimumab)
Enbrel (etanercept)
Otezla (apremilast)
Xeljanz (tofacitinib)

AND
1.1.5 Prescribed by or in consultation with ONE of the following:
e Rheumatologist
e Dermatologist

OR

1.2 All of the following:
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1.2.1 Patient is currently on Cimzia therapy as documented by claims history or medical
records (document drug, date, and duration of therapy)

AND

1.2.2 Diagnosis of active psoriatic arthritis

AND

1.2.3 Patient is NOT receiving Cimzia in combination with ONE of the following:
o Biologic DMARD [e.g., Enbrel (etanercept), Humira (adalimumab), Simponi
(golimumab)]

e Janus kinase inhibitor [e.g., Xeljanz (tofacitinib)]
e Phosphodiesterase 4 (PDE4) inhibitor [e.g. Otezla (apremilast)]

AND

1.2.4 Prescribed by or in consultation with ONE of the following:

e Rheumatologist
e Dermatologist

Notes *Note: Claims history may be used in conjunction as documentation of
drug, date, and duration of trial

Product Name: Cimzia

Diagnosis Psoriatic Arthritis
Approval Length 12 month(s)
Therapy Stage Reauthorization
Guideline Type Prior Authorization

Approval Criteria

1 - Documentation of positive clinical response to Cimzia therapy

Page 295



AND

2 - Patient is NOT receiving Cimzia in combination with ONE of the following:

o Biologic DMARD (disease modifying anti-rheumatic drug) [e.g., Enbrel (etanercept),
Humira (adalimumab), Simponi (golimumab)]

e Janus kinase inhibitor [e.g., Xeljanz (tofacitinib)]

e Phosphodiesterase 4 (PDE4) inhibitor [e.g., Otezla (apremilast)]

AND
3 - Prescribed by or in consultation with ONE of the following:

e Rheumatologist
o Dermatologist

Product Name: Cimzia

Diagnosis Ankylosing Spondylitis or Non-Radiographic Axial Spondyloarthritis
Approval Length 12 month(s)

Therapy Stage Initial Authorization

Guideline Type Prior Authorization

Approval Criteria
1 - One of the following:

1.1 All of the following:

1.1.1 Diagnosis of active ankylosing spondylitis or non-radiographic axial spondyloarthritis
AND

1.1.2 History of failure to two NSAIDs (non-steroidal anti-inflammatory drugs; e.g.,
ibuprofen, naproxen) at maximally indicated doses, each used for at least 4 weeks within the
last 3 months, unless contraindicated or clinically significant adverse effects are experienced
(document drug, date, and duration of trials)*
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AND

1.1.3 Patient is NOT receiving Cimzia in combination with ONE of the following:

e Biologic DMARD (disease modifying antirheumatic drug) [e.g., Enbrel (etanercept),
Humira (adalimumab), Simponi (golimumab)]

e Janus kinase inhibitor [e.g., Xeljanz (tofacitinib)]

e Phosphodiesterase 4 (PDE4) inhibitor [e.g. Otezla (apremilast)]

AND

1.1.4 History of failure, contraindication, or intolerance to BOTH of the following:

e Humira (adalimumab)

o Enbrel (etanercept)

AND

1.1.5 Prescribed by or in consultation with a rheumatologist

OR

1.2 All of the following:

1.2.1 Patient is currently on Cimzia therapy as documented by claims history or medical

records (document drug, date, and duration of therapy)

AND

1.2.2 Diagnosis of active ankylosing spondylitis or non-radiographic axial spondyloarthritis

AND

1.2.3 Patient is NOT receiving Cimzia in combination with ONE of the following:
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o Biologic DMARD [e.g., Enbrel (etanercept), Humira (adalimumab), Simponi
(golimumab)]

e Janus kinase inhibitor [e.g., Xeljanz (tofacitinib)]

e Phosphodiesterase 4 (PDE4) inhibitor [e.g. Otezla (apremilast)]

AND

1.2.4 Prescribed by or in consultation with a rheumatologist

Notes *Note: Claims history may be used in conjunction as documentation of
drug, date, and duration of trials

Product Name: Cimzia

Diagnosis Ankylosing Spondylitis or Non-Radiographic Axial Spondyloarthritis
Approval Length 12 month(s)

Therapy Stage Reauthorization

Guideline Type Prior Authorization

Approval Criteria
1 - Documentation of positive clinical response to Cimzia therapy
AND
2 - Patient is NOT receiving Cimzia in combination with ONE of the following:
o Biologic DMARD (disease modifying anti-rheumatic drug) [e.g., Enbrel (etanercept),
Humira (adalimumab), Simponi (golimumab)]

e Janus kinase inhibitor [e.g., Xeljanz (tofacitinib)]
e Phosphodiesterase 4 (PDE4) inhibitor [e.g., Otezla (apremilast)]

AND

3 - Prescribed by or in consultation with a rheumatologist

Product Name: Cimzia
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Diagnosis Plague Psoriasis
Approval Length 12 month(s)
Therapy Stage Initial Authorization
Guideline Type Prior Authorization

Approval Criteria
1 - One of the following:
1.1 All of the following:

1.1.1 Diagnosis of moderate to severe plaque psoriasis

AND

1.1.2 Greater than or equal to 3% body surface area involvement, palmoplantar, facial, or
genital involvement, or severe scalp psoriasis

AND

1.1.3 History of failure to one of the following topical therapies, unless contraindicated or
clinically significant adverse effects are experienced (document drug, date, and duration of
trial):*

Corticosteroids (e.g., betamethasone, clobetasol, desonide)
Vitamin D analogs (e.g., calcitriol, calcipotriene)
Tazarotene

Calcineurin inhibitors (e.g., tacrolimus, pimecrolimus)
Anthralin

Coal tar

AND

1.1.4 History of failure of a 3 month trial of methotrexate at the maximally indicated dose
within the last 6 months, unless contraindicated or clinically significant adverse effects are
experienced (document drug, date, and duration of trial)*

AND
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1.1.5 Patient is NOT receiving Cimzia in combination with ONE of the following:

e Biologic DMARD (disease modifying antirheumatic drug) [e.g., Enbrel (etanercept),
Humira (adalimumab), Simponi (golimumab)]

e Janus kinase inhibitor [e.g., Xeljanz (tofacitinib)]

e Phosphodiesterase 4 (PDE4) inhibitor [e.g. Otezla (apremilast)]

AND

1.1.6 History of failure, contraindication, or intolerance to ALL of the following:

e Humira (adalimumab)
o Enbrel (etanercept)
e Otezla (apremilsat)

AND

1.1.7 Prescribed by or in consultation with a dermatologist

OR

1.2 All of the following:

1.2.1 Patient is currently on Cimzia therapy as documented by claims history or medical

records (document drug, date, and duration of therapy)

AND

1.2.2 Diagnosis of moderate to severe plaque psoriasis

AND

1.2.3 Patient is NOT receiving Cimzia in combination with ONE of the following:

e Biologic DMARD [e.g., Enbrel (etanercept), Humira (adalimumab), Simponi

(golimumab)]
e Janus kinase inhibitor [e.g., Xeljanz (tofacitinib)]
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e Phosphodiesterase 4 (PDE4) inhibitor [e.g. Otezla (apremilast)]

AND

1.2.4 Prescribed by or in consultation with a dermatologist

Notes *Note: Claims history may be used in conjunction as documentation of
drug, date, and duration of trials

Product Name: Cimzia

Diagnosis Plague Psoriasis
Approval Length 12 month(s)
Therapy Stage Reauthorization
Guideline Type Prior Authorization

Approval Criteria

1 - Documentation of positive clinical response to Cimzia therapy

AND

2 - Patient is NOT receiving Cimzia in combination with ONE of the following:

o Biologic DMARD (disease modifying anti-rheumatic drug) [e.g., Enbrel (etanercept),
Humira (adalimumab), Simponi (golimumab)]

e Janus kinase inhibitor [e.g., Xeljanz (tofacitinib)]

e Phosphodiesterase 4 (PDE4) inhibitor [e.g., Otezla (apremilast)]

AND

3 - Prescribed by or in consultation with a dermatologist

2 . Revision History

Date Notes
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5/19/2021

Arizona Medicaid 7.1 Implementation
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Cinryze

Medicaid - Arizona SP (AZM, AZMREF, AZMDDD)

£

< OPTUM"

GL-99662  Cinryze

Prior Authorization Guideline

Formulary Medicaid - Arizona SP (AZM, AZMREF, AZMDDD)

Formulary Note

Guideline Note:

Effective Date:

12/9/2021

1. Criteria

Product Name: Cinryze

Diagnosis

Hereditary angioedema (HAE)

Approval Length

12 month(s)

Therapy Stage

Initial Authorization

Guideline Type

Prior Authorization

Approval Criteria

1 - Diagnosis of hereditary angioedema (HAE) as confirmed by ONE of the following:
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1.1 C1 inhibitor (C1-INH) deficiency or dysfunction (Type | or Il HAE) as documented by one
of the following (per laboratory standard):

e C1-INH antigenic level below the lower limit of normal
e C1-INH functional level below the lower limit of normal

OR

1.2 HAE with normal C1 inhibitor levels and one of the following:

e Confirmed presence of a FXII, angiopoietin-1 or plasminogen gene mutation
e Recurring angioedema attacks that are refractory to high-dose antihistamines with
confirmed family history of angioedema

AND

2 - Prescribed for the prophylaxis of HAE attacks

AND

3 - Not used in combination with other approved C1 esterase inhibitors indicated for
prophylaxis against HAE attacks (e.g., Haegarda)

AND

4 - Prescriber attests that the patient has experienced attacks of a severity and/or frequency
such that they would clinically benefit from prophylactic therapy with Cinryze

AND
5 - ONE of the following:
5.1 Submission of medical records documenting a history of failure, contraindication, or

intolerance to Haegarda (C1 esterase inhibitor, human)

OR
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5.2 Patient is currently on Cinryze therapy

AND

6 - Prescribed by ONE of the following:

e Immunologist

o Allergist
Product Name: Cinryze
Diagnosis Hereditary angioedema (HAE)
Approval Length 12 month(s)
Therapy Stage Reauthorization
Guideline Type Prior Authorization

Approval Criteria
1 - Documentation of positive clinical response, defined as a clinically significant reduction in
the rate and/or number of HAE attacks, while on Cinryze therapy

AND

2 - Reduction in the utilization of on-demand therapies used for acute attacks (e.g., Berinert,
Firazyr, Ruconest) as determined by claims information, while on Cinryze therapy

AND

3 - Prescribed for the prophylaxis of HAE attacks

AND

4 - Not used in combination with other products indicated for prophylaxis against HAE attacks
(e.qg., Haegarda, Takhzyro)
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e Immunologist
o Allergist

AND

5 - Prescribed by ONE of the following:

2 . Revision History

Date

Notes

3/11/2021

Bulk copy C&S Arizona Medicaid SP to Medicaid Arizona SP for eff 7

11
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CMV and Herpes Virus Agents- Arizona

Medicaid - Arizona (AZM, AZMREF, AZMDDD)

£

%
Q) .
YOPTUM
Prior Authorization Guideline
GL-99518 CMV and Herpes Virus Agents- Arizona

Formulary Medicaid - Arizona (AZM, AZMREF, AZMDDD)

Formulary Note

Guideline Note:
Effective Date: 12/9/2021

1. Criteria

Product Name: Brand Valcyte tabs/oral soln, generic valganciclovir tabs/oral soln, Brand
Cytovene inj, generic ganciclovir inj, Foscavir inj

Approval Length 12 month(s)

Guideline Type Prior Authorization

Approval Criteria
1 - Medication is being used for ONE of the following:

1.1 Cytomegalovirus (CMV) disease prophylaxis
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OR

1.2 Cytomegalovirus (CMV) retinitis

OR

1.3 Cytomegalovirus (CMV) retinitis prophylaxis

OR

1.4 BOTH of the following:

1.4.1 The use of this drug is supported by information from ONE of the following appropriate
compendia of current literature:

American Hospital Formulary Service Drug Information

National Comprehensive Cancer Network Drugs and Biologics Compendium
Thomson Micromedex DrugDex

Clinical pharmacology

AND

1.4.2 The drug is being prescribed for a medically accepted indication that is recognized as
a covered benefit by the applicable health plan’s program*

Notes *Note: Medications used solely for anti-obesity/weight loss, cosmetic (
e.g., alopecia, actinic keratosis, vitiligo), erectile dysfunction, and sexu
al dysfunction purposes are NOT medically accepted indications and
are NOT recognized as a covered benefit. Erectile dysfunction drugs (
Cialis/Tadalafil) are covered for clinical diagnoses other than ED.

Product Name: cidofovir inj

Approval Length 12 month(s)

Guideline Type Prior Authorization

Approval Criteria
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1 - Medication is being used for ONE of the following:

1.1 Cytomegalovirus (CMV) retinitis

1.2 Cytomegalovirus (CMV) retinitis prophylaxis

1.3 BOTH of the following:

1.3.1 The use of this drug is supported by information from ONE of the following appropriate
compendia of current literature:

1.3.2 The drug is being prescribed for a medically accepted indication that is recognized as
a covered benefit by the applicable health plan’s program*

American Hospital Formulary Service Drug Information

National Comprehensive Cancer Network Drugs and Biologics Compendium
Thomson Micromedex DrugDex

Clinical pharmacology

OR

OR

AND

Notes

*Note: Medications used solely for anti-obesity/weight loss, cosmetic (
e.g., alopecia, actinic keratosis, vitiligo), erectile dysfunction, and sexu
al dysfunction purposes are NOT medically accepted indications and
are NOT recognized as a covered benefit. Erectile dysfunction drugs (
Cialis/Tadalafil) are covered for clinical diagnoses other than ED.

Product Name: famciclovir tabs

Approval Length

12 month(s)

Guideline Type

Prior Authorization

Approval Criteria

1 - Medication is being used for ONE of the following:
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1.1 Herpes genitalis

OR
1.2 Herpes genitalis prophylaxis

OR
1.3 Herpes labialis

OR
1.4 Herpes simplex virus infection

OR
1.5 Herpes zoster (shingles) infection

OR

1.6 BOTH of the following:

1.6.1 The use of this drug is supported by information from ONE of the following appropriate
compendia of current literature:

American Hospital Formulary Service Drug Information

National Comprehensive Cancer Network Drugs and Biologics Compendium
Thomson Micromedex DrugDex

Clinical pharmacology

AND

1.6.2 The drug is being prescribed for a medically accepted indication that is recognized as
a covered benefit by the applicable health plan’s program*
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Notes *Note: Medications used solely for anti-obesity/weight loss, cosmetic (
e.g., alopecia, actinic keratosis, vitiligo), erectile dysfunction, and sexu
al dysfunction purposes are NOT medically accepted indications and
are NOT recognized as a covered benefit. Erectile dysfunction drugs (
Cialis/Tadalafil) are covered for clinical diagnoses other than ED.

Product Name: Brand Valtrex tabs, generic valacyclovir tabs

Approval Length 12 month(s)

Guideline Type Prior Authorization

Approval Criteria
1 - Medication is being used for ONE of the following:

1.1 Herpes genitalis

OR
1.2 Herpes genitalis prophylaxis

OR
1.3 Herpes labialis

OR
1.4 Herpes simplex virus infection

OR
1.5 Herpes zoster (shingles) infection

OR

1.6 Varicella (chicken pox) infection
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OR

1.7 BOTH of the following

1.7.1 The use of this drug is supported by information from ONE of the following appropriate
compendia of current literature:

American Hospital Formulary Service Drug Information

National Comprehensive Cancer Network Drugs and Biologics Compendium
Thomson Micromedex DrugDex

Clinical pharmacology

AND

1.7.2 The drug is being prescribed for a medically accepted indication that is recognized as
a covered benefit by the applicable health plan’s program*

Notes *Note: Medications used solely for anti-obesity/weight loss, cosmetic (
e.g., alopecia, actinic keratosis, vitiligo), erectile dysfunction, and sexu
al dysfunction purposes are NOT medically accepted indications and
are NOT recognized as a covered benefit. Erectile dysfunction drugs (
Cialis/Tadalafil) are covered for clinical diagnoses other than ED.

2 . Revision History

Date Notes

5/13/2021 Arizona Medicaid 7.1 Implementation
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Colony Stimulating Factors - Arizona

Medicaid - Arizona SP (AZM, AZMREF, AZMDDD)

£

< OPTUM"

Prior Authorization Guideline

GL-99802 Colony Stimulating Factors - Arizona

Formulary Medicaid - Arizona SP (AZM, AZMREF, AZMDDD)

Formulary Note

Guideline Note:

Effective Date:

12/9/2021

1. Criteria

Product Name: Neupogen, Nivestym

Diagnosis

Bone Marrow/Stem Cell Transplant

Approval Length

3 month(s)

Guideline Type

Prior Authorization

Approval Criteria

1 - ONE of the following:

1.1 Patient has non-myeloid malignancies and is undergoing myeloablative chemotherapy
followed by autologous or allogeneic bone marrow transplant (BMT)
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OR

1.2 Used for mobilization of hematopoietic progenitor cells into the peripheral blood for
collection by leukapheresis

OR

1.3 Patient has had a peripheral stem cell transplant (PSCT) and has received myeloablative
chemotherapy

AND

2 - Prescribed by, or in consultation with, a hematologist or oncologist

Product Name: Leukine, Zarxio

Diagnosis Bone Marrow/Stem Cell Transplant
Approval Length 3 month(s)
Guideline Type Prior Authorization

Approval Criteria
1 - ONE of the following:

1.1 Patient has non-myeloid malignancies and is undergoing myeloablative chemotherapy
followed by autologous or allogeneic bone marrow transplant (BMT)

OR

1.2 Used for mobilization of hematopoietic progenitor cells into the peripheral blood for
collection by leukapheresis

OR
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1.3 Patient has had a peripheral stem cell transplant (PSCT) and has received myeloablative
chemotherapy

AND

2 - Prescribed by, or in consultation with, a hematologist or oncologist

AND

3 - Patient has a history of failure, contraindication, or intolerance to Neupogen and Nivestym

Product Name: Neupogen, Nivestym

Diagnosis AML Induction or Consolidation Therapy
Approval Length 3 month(s)
Guideline Type Prior Authorization

Approval Criteria

1 - Diagnosis of acute myeloid leukemia (AML)

AND

2 - Patient has completed either induction or consolidation chemotherapy

AND

3 - Prescribed by, or in consultation with, a hematologist or oncologist

Product Name: Zarxio, Leukine

Diagnosis AML Induction or Consolidation Therapy
Approval Length 3 month(s)
Guideline Type Prior Authorization
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Approval Criteria

1 - Diagnosis of acute myeloid leukemia (AML)

AND

2 - Patient has completed either induction or consolidation chemotherapy

AND

3 - Prescribed by, or in consultation with, a hematologist or oncologist

AND

4 - Patient has a history of failure, contraindication, or intolerance to Neupogen and Nivestym

Product Name: Fulphila, Udenyca, Neupogen, Nivestym, Nyvepria

Diagnosis Neutropenia Associated with Cancer Chemotherapy —Dose Dense
Chemotherapy

Approval Length 3 month(s)

Guideline Type Prior Authorization

Approval Criteria
1 - ONE of the following:

1.1 Patient is receiving National Cancer Institute’s Breast Intergroup, INT C9741 dose dense
chemotherapy protocol for primary breast cancer

OR

1.2 Patient is receiving a dose-dense chemotherapy regimen for which the incidence of
febrile neutropenia (FN) is unknown
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AND

2 - Prescribed by, or in consultation with, a hematologist or oncologist

Product Name: Leukine, Zarxio

Diagnosis Neutropenia Associated with Cancer Chemotherapy —Dose Dense
Chemotherapy

Approval Length 3 month(s)

Guideline Type Prior Authorization

Approval Criteria
1 - ONE of the following:

1.1 Patient is receiving National Cancer Institute’s Breast Intergroup, INT C9741 dose dense
chemotherapy protocol for primary breast cancer

OR

1.2 Patient is receiving a dose-dense chemotherapy regimen for which the incidence of
febrile neutropenia (FN) is unknown

AND

2 - Prescribed by, or in consultation with, a hematologist or oncologist

AND

3 - Patient has a history of failure, contraindication, or intolerance to Neupogen and Nivestym

Product Name: Neulasta, Neulasta Onpro, Ziextenzo

Diagnosis Neutropenia Associated with Cancer Chemotherapy —Dose Dense
Chemotherapy
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Approval Length 3 month(s)

Guideline Type Prior Authorization

Approval Criteria
1 - ONE of the following:

1.1 Patient is receiving National Cancer Institute’s Breast Intergroup, INT C9741 dose dense
chemotherapy protocol for primary breast cancer

OR

1.2 Patient is receiving a dose-dense chemotherapy regimen for which the incidence of
febrile neutropenia (FN) is unknown

AND

2 - Prescribed by, or in consultation with, a hematologist or oncologist

AND

3 - Patient has a history of failure, contraindication, or intolerance to Fulphila, Udenyca, and
Nyvepria

Product Name: Fulphila, Udenyca, Neupogen, Nivestym, Nyvepria

Diagnosis Primary Prophylaxis of Chemotherapy-Induced Febrile Neutropenia
(FN)

Approval Length 3 month(s)

Guideline Type Prior Authorization

Approval Criteria
1 - ONE of the following:

1.1 Patient is receiving chemotherapy regimen(s) associated with greater than 20 percent
incidence of febrile neutropenia (FN)
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OR

1.2 BOTH of the following:

o Patient is receiving chemotherapy regimen(s) associated with 10-20 percent incidence
of FN

o Patient has one or more risk factors associated with chemotherapy-induced infection,
FN, or neutropenia

AND

2 - Prescribed by, or in consultation with, a hematologist or oncologist

Product Name: Granix,Zarxio

Diagnosis Primary Prophylaxis of Chemotherapy-Induced Febrile Neutropenia
(FN)

Approval Length 3 month(s)

Guideline Type Prior Authorization

Approval Criteria
1 - ONE of the following:

1.1 Patient is receiving chemotherapy regimen(s) associated with greater than 20 percent
incidence of febrile neutropenia (FN)

OR

1.2 BOTH of the following:

o Patient is receiving chemotherapy regimen(s) associated with 10-20 percent incidence
of FN

o Patient has one or more risk factors associated with chemotherapy-induced infection,
FN, or neutropenia
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AND

2 - Prescribed by, or in consultation with, a hematologist or oncologist

AND

3 - Patient has a history of failure, contraindication, or intolerance to Neupogen and Nivestym

Product Name: Neulasta, Neulasta Onpro, Ziextenzo

Diagnosis Primary Prophylaxis of Chemotherapy-Induced Febrile Neutropenia
(FN)

Approval Length 3 month(s)

Guideline Type Prior Authorization

Approval Criteria
1 - ONE of the following:

1.1 Patient is receiving chemotherapy regimen(s) associated with greater than 20 percent
incidence of febrile neutropenia (FN)

OR

1.2 BOTH of the following:

o Patient is receiving chemotherapy regimen(s) associated with 10-20 percent incidence
of FN

o Patient has one or more risk factors associated with chemotherapy-induced infection,
FN, or neutropenia

AND

2 - Prescribed by, or in consultation with, a hematologist or oncologist
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3 - Patient has a history of failure, contraindication, or intolerance to Fulphila,Udenyca, and

Nyvepria

AND

Product Name: Fulphila, Udenyca, Neupogen, Nivestym, Nyvepria

Diagnosis

Secondary Prophylaxis of Febrile Neutropenia (FN)

Approval Length

3 month(s)

Guideline Type

Prior Authorization

Approval Criteria

1 - Patient is receiving myelosuppressive anti-cancer drugs associated with neutropenia
(absolute neutrophil count [ANC] less than or equal to 500 cells per mm3)

2 - Patient has a history of febrile neutropenia (FN) during a previous course of chemotherapy

3 - Prescribed by, or in consultation with, a hematologist or oncologist

AND

AND

Product Name: Granix,Zarxio

Diagnosis

Secondary Prophylaxis of Febrile Neutropenia (FN)

Approval Length

3 month(s)

Guideline Type

Prior Authorization

Approval Criteria

1 - Patient is receiving myelosuppressive anti-cancer drugs associated with neutropenia
(absolute neutrophil count [ANC] less than or equal to 500 cells per mm3)
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AND

2 - Patient has a history of febrile neutropenia (FN) during a previous course of chemotherapy

AND

3 - Prescribed by, or in consultation with, a hematologist or oncologist

AND

4 - Patient has a history of failure, contraindication, or intolerance to Neupogen, Fulphila,
Udenyca, Nivestym, Nyvepria *

Product Name: Neulasta, Neulasta Onpro, Ziextenzo

Diagnosis Secondary Prophylaxis of Febrile Neutropenia (FN)
Approval Length 3 month(s)
Guideline Type Prior Authorization

Approval Criteria
1 - Patient is receiving myelosuppressive anti-cancer drugs associated with neutropenia
(absolute neutrophil count [ANC] less than or equal to 500 cells per mm3)

AND

2 - Patient has a history of febrile neutropenia (FN) during a previous course of chemotherapy

AND

3 - Prescribed by, or in consultation with, a hematologist or oncologist
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AND

4 - Patient has a history of failure, contraindication, or intolerance to Fulphila,Udenyca, and
Nyvepria

Product Name: Fulphila, Udenyca, Neupogen, Nyvepria, Nivestym

Diagnosis Treatment of Febrile Neutropenia (FN) (off-label)
Approval Length 1 month(s)
Guideline Type Prior Authorization

Approval Criteria
1 - Patient is receiving myelosuppressive anti-cancer drugs associated with neutropenia
(absolute neutrophil count [ANC] less than or equal to 500 cells per mm3)

AND

2 - Diagnosis of febrile neutropenia (FN) and patient is considered high risk for infection-
associated complications

AND

3 - Prescribed by, or in consultation with, a hematologist or oncologist

Product Name: Leukine, Zarxio

Diagnosis Treatment of Febrile Neutropenia (FN) (off-label)
Approval Length 1 month(s)
Guideline Type Prior Authorization

Approval Criteria

1 - Patient is receiving myelosuppressive anti-cancer drugs associated with neutropenia
(absolute neutrophil count [ANC] less than or equal to 500 cells per mm3)
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AND

2 - Diagnosis of febrile neutropenia (FN) and patient is considered high risk for infection-
associated complications

AND

3 - Prescribed by, or in consultation with, a hematologist or oncologist

AND

4 - Patient has a history of failure, contraindication, or intolerance to Fulphila, Udenyca,
Neupogen, Nivestym, Nyvepria*

Product Name: Neulasta, Neulasta Onpro, Ziextenzo

Diagnosis Treatment of Febrile Neutropenia (FN) (off-label)
Approval Length 1 month(s)
Guideline Type Prior Authorization

Approval Criteria
1 - Patient is receiving myelosuppressive anti-cancer drugs associated with neutropenia
(absolute neutrophil count [ANC] less than or equal to 500 cells per mm3)

AND

2 - Diagnosis of febrile neutropenia (FN) and patient is considered high risk for infection-
associated complications

AND

3 - Prescribed by, or in consultation with, a hematologist or oncologist
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AND

4 - Patient has a history of failure, contraindication, or intolerance to Fulphila and Udenyca
and Nyvepria

Product Name: Neupogen, Nivestym

Diagnosis Severe Chronic Neutropenia (SCN)
Approval Length 12 month(s)
Guideline Type Prior Authorization

Approval Criteria

1 - Diagnosis of severe chronic neutropenia (SCN) (i.e., congenital, cyclic, and idiopathic
neutropenias with chronic absolute neutrophil count [ANC] less than or equal to 500 cells per
mm3)

AND

2 - Prescribed by, or in consultation with, a hematologist or oncologist

Product Name: Zarxio

Diagnosis Severe Chronic Neutropenia (SCN)
Approval Length 12 month(s)
Guideline Type Prior Authorization

Approval Criteria
1 - Diagnosis of severe chronic neutropenia (SCN) (i.e., congenital, cyclic, and idiopathic

neutropenias with chronic absolute neutrophil count [ANC] less than or equal to 500 cells per
mm3)

AND
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2 - Prescribed by, or in consultation with, a hematologist or oncologist

AND

3 - Patient has a history of failure, contraindication, or intolerance to Neupogen and Nivestym

Product Name: Neupogen, Nivestym

Diagnosis HIV-Related Neutropenia (off-label)
Approval Length 6 month(s)
Guideline Type Prior Authorization

Approval Criteria

1 - Diagnosis of human immunodeficiency virus (HIV) infection

AND

2 - Patient has an absolute neutrophil count (ANC) less than or equal to 1,000 cells per mm3

AND

3 - Prescribed by, or in consultation with, ONE of the following:

e Hematologist

e Oncologist
e Infectious disease specialist

Product Name: Leukine, Zarxio

Diagnosis HIV-Related Neutropenia (off-label)
Approval Length 6 month(s)
Guideline Type Prior Authorization
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Approval Criteria

1 - Diagnosis of human immunodeficiency virus (HIV) infection
AND
2 - Patient has an absolute neutrophil count (ANC) less than or equal to 1,000 cells per mm3
AND
3 - Prescribed by, or in consultation with, ONE of the following:
e Hematologist

e Oncologist
e Infectious disease specialist

AND

4 - Patient has a history of failure, contraindication, or intolerance to Neupogen and Nivestym

Product Name: Neupogen, Nivestym

Diagnosis Hepatitis C Treatment Related Neutropenia (off-label)
Approval Length 12 month(s)
Guideline Type Prior Authorization

Approval Criteria
1 - ONE of the following:

1.1 ALL of the following:

o Diagnosis of hepatitis C virus

o Patient is undergoing treatment with Peg-Intron (peginterferon alfa-2b) or Pegasys
(peginterferon alfa-2a)

o Documentation of neutropenia (absolute neutrophil count [ANC] less than or equal to
500 cells per mm3) after dose reduction of Peg-Intron or Pegasys
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OR

1.2 BOTH of the following:

1.2.1 Documentation of interferon-induced neutropenia (ANC less than or equal to 500 cells
per mma3) due to treatment with Peg-Intron (peginterferon alfa-2b) or Pegasys (peginterferon
alfa-2a)

AND

1.2.2 ONE of the following:

e Diagnosis of human immunodeficiency virus (HIV) co-infection
e Status post liver transplant
o Diagnosis of established cirrhosis

AND

2 - Prescribed by, or in consultation with, a hematologist, oncologist, gastroenterologist,
hepatologist, or infectious disease specialist

Product Name: Zarxio

Diagnosis Hepatitis C Treatment Related Neutropenia
Approval Length 12 month(s)
Guideline Type Prior Authorization

Approval Criteria
1 - ONE of the following:

1.1 ALL of the following:

o Diagnosis of hepatitis C virus

o Patient is undergoing treatment with Peg-Intron (peginterferon alfa-2b) or Pegasys
(peginterferon alfa-2a)

o Documentation of neutropenia (absolute neutrophil count [ANC] less than or equal to
500 cells per mm3) after dose reduction of Peg-Intron or Pegasys
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OR

1.2 BOTH of the following:

1.2.1 Documentation of interferon-induced neutropenia (ANC less than or equal to 500 cells
per mma3) due to treatment with Peg-Intron (peginterferon alfa-2b) or Pegasys (peginterferon
alfa-2a)

AND
1.2.2 ONE of the following:
e Diagnosis of human immunodeficiency virus (HIV) co-infection

e Status post liver transplant
o Diagnosis of established cirrhosis

AND

2 - Prescribed by, or in consultation with, a hematologist, oncologist, gastroenterologist,
hepatologist, or infectious disease specialist

AND

3 - Patient has a history of failure, contraindication, or intolerance to Neupogen and Nivestym

Product Name: Neupogen, Fulphila, Udenyca, Nivestym, Nyverpria

Diagnosis Hematopoietic Syndrome of Acute Radiation Syndrome
Approval Length 3 month(s)
Guideline Type Prior Authorization

Approval Criteria

1 - Patient has been acutely exposed to myelosuppressive doses of radiation
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AND

2 - Prescribed by, or in consultation with, a hematologist or oncologist

Product Name: Leukine, Zarxio

Diagnosis Hematopoietic Syndrome of Acute Radiation Syndrome
Approval Length 3 month(s)
Guideline Type Prior Authorization

Approval Criteria

1 - Patient has been acutely exposed to myelosuppressive doses of radiation

AND

2 - Prescribed by, or in consultation with, a hematologist or oncologist

AND

3 - Patient has a history of failure, contraindication, or intolerance to Neupogen and Nivestym

Product Name: Neulasta, Neulasta Onpro, Ziextenzo

Diagnosis Hematopoietic Syndrome of Acute Radiation Syndrome
Approval Length 3 month(s)
Guideline Type Prior Authorization

Approval Criteria

1 - Patient has been acutely exposed to myelosuppressive doses of radiation
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2 - Prescribed by, or in consultation with, a hematologist or oncologist

AND

3 - Patient has a history of failure, contraindication, or intolerance to Fulphila, Udenyca, and
Nyvepria
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Combination Basal Insulin/GLP-1 Receptor Agonist

Medicaid - Arizona (AZM, AZMREF, AZMDDD)

£

< OPTUM"

Prior Authorization Guideline

GL-99510 Combination Basal Insulin/GLP-1 Receptor Agonist

Formulary Medicaid - Arizona (AZM, AZMREF, AZMDDD)

Formulary Note

Guideline Note:

Effective Date:

12/9/2021

1. Criteria

Product Name: Soliqua

Approval Length

12 month(s)

Guideline Type

Step Therapy

Approval Criteria

(exenatide)]

1 - Inadequately controlled on BOTH of the following

e GLP-1 (glucagon-like peptide-1) receptor agonist [e.g. Adlyxin (lixisenatide), Trulicity
(dulaglutide), Victoza (liraglutide), Bydureon (exenatide extended-release), Byetta
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e Basal insulin (e.g. insulin glargine, insulin degludec, insulin detemir)

Product Name: Xultophy

Approval Length 12 month(s)
Therapy Stage Initial Authorization
Guideline Type Prior Authorization

Approval Criteria

1 - Diagnosis of type 2 diabetes mellitus

AND

2 - Inadequately controlled on BOTH of the following
e GLP-1 (glucagon-like peptide-1) receptor agonist [e.g. Adlyxin (lixisenatide), Trulicity
(dulaglutide), Victoza (liraglutide), Bydureon (exenatide extended-release), Byetta

(exenatide)]
e Basal insulin (e.g. insulin glargine, insulin degludec, insulin detemir)

AND

3 - History of failure, intolerance, or contraindication to Soliqua

Product Name: Xultophy

Approval Length 12 month(s)
Therapy Stage Reauthorization
Guideline Type Prior Authorization

Approval Criteria

1 - Documentation of positive clinical response to Xultophy therapy

2 . Revision History
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Date

Notes

5/24/2021

Arizona Medicaid 7.1 Implementation
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Combination DPP-4/SGLT-2 Inhibitors (Glyxambi, Qtern, Steglujan)

Medicaid - Arizona (AZM, AZMREF, AZMDDD)

7

< OPTUM"’

GL-114543 Combination DPP-4/SGLT-2 Inhibitors (Glyxambi, Qtern, Steglujan)

Formulary Medicaid - Arizona (AZM, AZMREF, AZMDDD)

Formulary Note

Guideline Note:

Prior Authorization Guideline

Effective Date:

10/1/2022

1. Criteria

Product Name: Glyxambi, Qtern, Steglujan

Approval Length

12 month(s)

Guideline Type

Prior Authorization

Approval Criteria

1 - Diagnosis of type 2 diabetes mellitus
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2 - History of failure, intolerance, or contraindication to metformin at a minimum dose of 1500
milligrams (mg) daily for 90 days

AND

3 - History and failure, intolerance, or contraindication to ALL of the following:

Janumet
Janumet XR
Januvia
Jentadueto
Kombiglyze XR
Onglyza
Tradjenta
Trijardy XR

2 . Revision History

Date

Notes

9/26/2022 Combined all criteria, Glyxambi is NP
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Compounds and Bulk Powders

Medicaid - Arizona (AZM, AZMREF, AZMDDD)

£

< OPTUM"

Prior Authorization Guideline

GL-99565 Compounds and Bulk Powders

Formulary Medicaid - Arizona (AZM, AZMREF, AZMDDD)

Formulary Note

Guideline Note:

Effective Date:

12/9/2021

1. Criteria

Product Name: Requests for Compounds or Bulk Powders

Approval Length

2 month(s)

Guideline Type

Administrative

Approval Criteria

1 - One of the following:

1.1 The compound is an antibiotic.
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OR

1.2 Each active ingredient in the compounded drug is a covered medication

AND

2 - ONE of the following:

2.1 Each active ingredient in the compounded drug is to be administered for an FDA (Food
and Drug Administration)-approved indication

OR

2.2 The use of each active ingredient in the compounded drug is supported by information
from ONE of the following appropriate compendia of current literature:

American Hospital Formulary Service Drug Information

National Comprehensive Cancer Network Drugs and Biologics Compendium
Thomson Micromedex DrugDex

Clinical pharmacology

United States Pharmacopoeia-National Formulary (USP-NF)

AND

3 - If a drug included in the compound requires prior authorization and/or step therapy, all
drug specific clinical criteria must also be met

AND

4 - The compounded drug must not include any ingredient that has been withdrawn or
removed from the market due to safety reasons.

AND

5 - ONE of the following:
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5.1 A unique vehicle is required for topically administered compounds

OR

5.2 A unique dosage form is required for a commercially available product due to patient’s
age, weight, or inability to take a solid dosage form

OR

5.3 A unique formulation is required for a commercially available product due to an allergy or
intolerance to an inactive ingredient in the commercially available product

OR

5.4 There is a shortage of the commercially available product per the FDA Drug Shortage
database or the ASHP Current Drug Shortages tracking log

AND

6 - Coverage for compounds and bulk powders will NOT be approved for any of the following:
6.1 For topical compound preparations (e.g. creams, ointments, lotions, or gels to be applied
to the skin for transdermal, transcutaneous, or any other topical route), requested compound

contains any FDA approved ingredient that is not FDA approved for TOPICAL use (see Table
1 in Background section)

OR

6.2 If the requested compound contains topical fluticasone, topical fluticasone will NOT be
approved unless both of the following are met:

6.2.1 Topical fluticasone is intended to treat a dermatologic condition (scar treatments are
considered cosmetic and will not be covered)

AND
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6.2.2 Patient has a contraindication to all commercially available topical fluticasone
formulations

OR

6.3 Requested compound contains any ingredients when used for cosmetic purposes (see
Table 2 in Background section)

OR

6.4 Requested compound contains any ingredient(s) which are on the FDA’s Do Not
Compound List (see Table 3 in Background section)

2 . Background

Benefit/Coverage/Program Information

Table 1: Example topical compound preparations that contain any FDA approved
ingredient that are not FDA approved for TOPICAL use, including but NOT LIMITED TO
the following:

(2) Ketamine

2) Gabapentin

3) Flurbiprofen (topical ophthalmic use not included)

(4) Ketoprofen

(5) Morphine

(6) Nabumetone

) Oxycodone

(8) Cyclobenzaprine

9) Baclofen
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(10)
(11)
(12)
(13)
(14)
(15)
(16)
(17)
(18)
(19)
(20)
(21)
(22)
(23)
(24)
(25)
(26)
(27)
(28)
(29)
(30)
(31)

(32)

Tramadol
Hydrocodone
Meloxicam
Amitriptyline
Pentoxifylline
Orphenadrine
Piroxicam
Levocetirizine
Amantadine
Oxytocin
Sumatriptan
Chorionic gonadotropin (human)
Clomipramine
Dexamethasone
Hydromorphone
Methadone
Papaverine
Mefenamic acid
Promethazine
Succimer DMSA
Tizanidine
Apomorphine

Carbamazepine

Page 341



(33) Ketorolac

(34) Dimercaptopropane-sulfonate

(35) Dimercaptosuccinic acid

(36)  Duloxetine

(37)  Fluoxetine

(38) Bromfenac (topical ophthalmic use not included)
(39) Nepafenac (topical ophthalmic use not included)
Table 2: Example compounds that contain ingredients for cosmetic purposes:
) Hydroquinone

2) Acetyl hexapeptide-8

3) Tocopheryl Acid Succinate

4) PracaSil TM-Plus

(5) Chrysaderm Day Cream

(6) Chrysaderm Night Cream

) PCCA Spira-Wash

(8) Lipopen Ultra

9) Versapro

(10)  Fluticasone

(11) Mometasone

(12) Halobetasol

(13) Betamethasone

(14)  Clobetasol

(15)  Triamcinolone
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(16)
(17)
(18)
(19)
(20)
(21)
(22)
(23)
(24)
(25)
(26)
(27)
(28)
(29)
(30)
(31)
(32)
(33)
(34)
(35)

(36)

Table 3: Example ingredients on the FDA’s Do Not Compound List:

Minoxidil

Tretinoin

Dexamethasone
Spironolactone

Cycloserine

Tamoxifen

Sermorelin

Mederma Cream

PCCA Cosmetic HRT Base
Sanare Scar Therapy Cream
Scarcin Cream

Apothederm

Stera Cream

Copaisil

Collagenase

Arbutin Alpha

Nourisil

Freedom Cepapro

Freedom Silomac Andydrous
Retinaldehyde

Apothederm

(1) 3,3',4',5-tetrachlorosalicylanilide
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(2) Adenosine phosphate

(3) Adrenal cortex

(4) Alatrofloxacin mesylate

(5) Aminopyrine

(6) Astemizole

(7) Azaribine

(8) Benoxaprofen

(9) Bithionol

(10) Camphorated oil

(11) Carbetapentane citrate
(12) Casein, iodinated

(13) Cerivastatin sodium

(14) Chlormadinone acetate
(15) Chloroform

(16) Cisapride

(17) Defenfluramine hydrochloride
(18) Diamthazole dihydrochloride
(19) Dibromsalan

(20) Dihydrostreptomycin sulfate
(21) Dipyrone

(22) Encainide hydrochloride
(23) Etretinate

(24) Fenfluramine hydrochloride
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(25)
(26)
(27)
(28)
(29)
(30)
(31)
(32)
(33)
(34)
(35)
(36)
(37)
(38)
(39)
(40)
(41)
(42)
(43)
(44)
(45)
(46)

(47)

Flosequinan

Glycerol, iodinated
Grepafloxacin
Mepazine
Metabromsalan
Methapyrilene
Methopholine
Methoxyflurane
Mibefradil dihydrochloride
Nomifensine maleate
Novobiocin sodium
Oxyphenisatin acetate
Oxyphenisatin
Pemoline

Pergolide mesylate
Phenacetin

Phenformin hydrochloride
Phenylpropanolamine
Pipamazine

Potassium arsenite
Propoxyphene
Rapacuronium bromide

Rofecoxib
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(48) Sibutramine hydrochloride
(49) Sparteine sulfate

(50) Sulfadimethoxine

(51) Sweet spirits of nitre

(52) Tegaserod maleate

(53) Temafloxacin hydrochloride
(54) Terfenadine

(55) Ticrynafen

(56) Tribromsalan

(57) Trichloroethane

(58) Troglitazone

(59) Trovafloxacin mesylate:
(60) Urethane

(61) Valdecoxib

(62) Zomepirac sodium

3. Revision History

Date Notes

7/7/2021 Update guideline
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Constipation Agents - AZM

Medicaid - Arizona (AZM, AZMREF, AZMDDD)

£

< OPTUM"

Prior Authorization Guideline

GL-107421 Constipation Agents - AZM

Formulary Medicaid - Arizona (AZM, AZMREF, AZMDDD)

Formulary Note

Guideline Note:

Effective Date:

5/25/2022

1. Criteria

Product Name: Amitiza, Brand lubiprostone

Approval Length

12 month(s)

Therapy Stage

Initial Authorization

Guideline Type

Prior Authorization

Approval Criteria

1 - One of the following:

1.1 ONE of the following diagnoses:

e Opioid-induced constipation in an adult with chronic, non-cancer pain
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e Opioid-induced constipation in patients with chronic pain related to prior cancer or its
treatment who do not require frequent (e.g., weekly) opioid dosage escalation
e Chronic idiopathic constipation

OR

1.2 Both of the following:

o Diagnosis of irritable bowel syndrome with constipation
o Patient was female at birth

AND

2 - BOTH of the following:

2.1 Trial and failure, contraindication, or intolerance to an osmotic laxative e.g., (lactulose,
polyethylene glycol, sorbitol)

AND

2.2 Trial and failure, contraindication, or intolerance to ONE of the following:

e Bulk Forming Laxatives (e.g., psyllium, fiber)
o Stimulant Laxatives (e.g., bisacodyl, senna)

Product Name: Ibsrela

Approval Length 12 month(s)
Therapy Stage Initial Authorization
Guideline Type Prior Authorization

Approval Criteria

1 - Diagnosis of irritable bowel syndrome with constipation

AND
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2 - History of failure, contraindication or intolerance to BOTH of the following:

e Lactulose
o Polyethylene glycol (Miralax)

AND

3 - History of failure, contraindication or intolerance to ONE of the following:

e Amitiza
e Linzess
e Trulance

Product Name: Linzess

Approval Length 12 month(s)
Therapy Stage Initial Authorization
Guideline Type Prior Authorization

Approval Criteria
1 - ONE of the following diagnoses:
e Chronic idiopathic constipation
e Irritable bowel syndrome with constipation
AND
2 - Patient is greater than or equal to 18 years of age

AND

3 - Both of the following:

3.1 Trial and failure, contraindication, or intolerance to an osmotic laxative e.g., (lactulose,

polyethylene glycol, sorbitol)
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AND

3.2 Trial and failure, contraindication, or intolerance to ONE of the following:

e Bulk Forming Laxatives (e.g., psyllium, fiber)
e Stimulant Laxatives (e.g., bisacodyl, senna)

Product Name: Trulance

Approval Length 12 month(s)
Therapy Stage Initial Authorization
Guideline Type Prior Authorization

Approval Criteria
1 - ONE of the following diagnoses:
e Chronic idiopathic constipation
e Irritable bowel syndrome with constipation

AND

2 - Patient is greater than or equal to 18 years of age

Product Name: Motegrity

Approval Length 12 month(s)
Therapy Stage Initial Authorization
Guideline Type Prior Authorization

Approval Criteria

1 - Diagnosis of chronic idiopathic constipation
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AND

2 - Both of the following

2.1 History of failure, contraindication or intolerance to BOTH of the following:

e Lactulose
o Polyethylene glycol (Miralax)

AND

2.2 History of failure, contraindication, or intolerance to BOTH of the following:

e Linzess
e Amitiza

Product Name: Movantik

Approval Length 12 month(s)
Therapy Stage Initial Authorization
Guideline Type Prior Authorization

Approval Criteria

1 - ONE of the following diagnoses:

o Opioid-induced constipation in patients being treated for chronic, non-cancer pain
e Opioid-induced constipation in patients with chronic pain related to prior cancer or its
treatment who do not require frequent (e.g., weekly) opioid dosage escalation

Product Name: Symproic

Approval Length 12 month(s)
Therapy Stage Initial Authorization
Guideline Type Prior Authorization
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Approval Criteria

1 - ONE of the following diagnoses:

e Opioid-induced constipation in patients being treated for chronic, non-cancer pain
e Opioid-induced constipation in patients with chronic pain related to prior cancer or its
treatment who do not require frequent (e.g., weekly) opioid dosage escalation

AND
2 - History of failure, contraindication or intolerance to BOTH of the following:
e Lactulose
o Polyethylene glycol (Miralax)

AND

3 - History of failure, contraindication or intolerance to Movantik

Product Name: Zelnorm

Approval Length 12 month(s)
Therapy Stage Initial Authorization
Guideline Type Prior Authorization

Approval Criteria

1 - Diagnosis of irritable bowel syndrome with constipation

AND

2 - Patient was female at birth

AND
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3 - History of failure, contraindication or intolerance to BOTH of the following:
e Lactulose
o Polyethylene glycol (Miralax)

AND

4 - History of failure, contraindication or intolerance to ONE of the following:

e Amitiza
e Linzess
e Trulance

Product Name: Brand Amitiza, generic lubiprostone, Ibsrela, Linzess, Motegrity, Movantik,
Symproic, Trulance, Zelnorm

Approval Length 12 month(s)
Therapy Stage Reauthorization
Guideline Type Prior Authorization

Approval Criteria

1 - Documentation of positive clinical response to therapy

2 . Revision History

Date Notes

5/23/2022 Added Ibsrela as target
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Copper Chelating Agents

Medicaid - Arizona SP (AZM, AZMREF, AZMDDD)

£

< OPTUM"

Prior Authorization Guideline

GL-99604  Copper Chelating Agents

Formulary Medicaid - Arizona SP (AZM, AZMREF, AZMDDD)

Formulary Note

Guideline Note:

Effective Date:

12/9/2021

1. Criteria

Product Name: Brand Depen Titratab, generic penicillamine tablets

Diagnosis

Severe active rheumatoid arthritis

Approval Length

12 month(s)

Therapy Stage

Initial Authorization

Guideline Type

Prior Authorization

Approval Criteria

1 - Diagnosis of severe active rheumatoid arthritis
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Product Name: Brand Depen Titratab, generic penicillamine tablets

Diagnosis

Severe active rheumatoid arthritis

Approval Length

12 month(s)

Therapy Stage

Reauthorization

Guideline Type

Prior Authorization

Approval Criteria

1 - Documentation of positive clinical response to Depen Titratabs therapy

Product Name: Brand Depen Titratab, generic penicillamine tablets

Diagnosis

Wilson’s disease (i.e., hepatolenticular degeneration), Cystinuria

Approval Length

12 month(s)

Guideline Type

Prior Authorization

Approval Criteria
1 - Patient has ONE of the following diagnoses:

o Diagnosis of Wilson’s disease (i.e., hepatolenticular degeneration)
o Diagnosis of Cystinuria

Product Name: Brand Cuprimine, generic penicillamine capsules

Diagnosis

Wilson’s disease (i.e., hepatolenticular degeneration), Cystinuria,
Severe active rheumatoid arthritis

Approval Length

12 month(s)

Therapy Stage

Initial Authorization

Guideline Type

Prior Authorization

Approval Criteria
1 - Patient has ONE of the following diagnoses:

o Wilson’s disease (i.e., hepatolenticular degeneration)
e Cystinuria
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e Severe active rheumatoid arthritis

AND

2 - History of failure or intolerance to Depen (penicillamine)

Product Name: Brand Cuprimine, generic penicillamine capsules

Diagnosis Wilson’s disease (i.e., hepatolenticular degeneration), Cystinuria,
Severe active rheumatoid arthritis

Approval Length 12 month(s)

Therapy Stage Reauthorization

Guideline Type Prior Authorization

Approval Criteria

1 - Documentation of positive clinical response to Cuprimine (penicillamine) therapy

Product Name: Brand Syprine, generic trientine, generic Clovigue

Diagnosis Wilson’s disease (i.e., hepatolenticular degeneration)
Approval Length 12 month(s)

Therapy Stage Initial Authorization

Guideline Type Prior Authorization

Approval Criteria

1 - Diagnosis of Wilson’s disease (i.e., hepatolenticular degeneration)

AND

2 - History of failure, contraindication, or intolerance to Depen (penicillamine) or Cuprimine
(penicillamine)

Product Name: Brand Syprine, generic trientine, generic Clovique
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Diagnosis

Wilson’s disease (i.e., hepatolenticular degeneration)

Approval Length

12 month(s)

Therapy Stage

Reauthorization

Guideline Type

Prior Authorization

Approval Criteria

1 - Documentation of positive clinical response to Syprine (trientine) therapy

2 . Revision History

Date

Notes

3/11/2021

Bulk Copy C&S Arizona SP to Medicaid Arizona SP for 7/1 eff
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Corlanor

Medicaid - Arizona (AZM, AZMREF, AZMDDD)

£

< OPTUM"

GL-99441 Corlanor

Formulary Medicaid - Arizona (AZM, AZMREF, AZMDDD)

Formulary Note

Guideline Note:

Prior Authorization Guideline

Effective Date:

12/9/2021

1. Criteria

Product Name: Corlanor

Diagnosis

Chronic Heart Failure

Approval Length

12 month(s)

Therapy Stage

Initial Authorization

Guideline Type

Prior Authorization

Approval Criteria

1 - Worsening heart failure in a diagnosis of stable, symptomatic chronic (e.g. New York Heart
Association (NYHA) class Il, Il or V) heatrt failure
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AND

2 - Patient has a left ventricular ejection fraction (EF) less than or equal to 35%

AND

3 - The patient is in sinus rhythm

AND

4 - Patient has a resting heart rate greater than or equal to 70 beats per minute

AND

5 - ONE of the following:

5.1 Patient is on maximum tolerated doses of beta blockers (e.g., carvedilol, metoprolol

succinate, bisoprolol)

OR

5.2 Patient has a contraindication or intolerance to beta-blocker therapy

Product Name: Corlanor

Diagnosis Heart Failure due to Dilated Cardiomyopathy (DCM)
Approval Length 12 month(s)

Therapy Stage Initial Authorization

Guideline Type Prior Authorization

Approval Criteria

1 - Diagnosis of stable symptomatic heart failure due to dilated cardiomyopathy (DCM)
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AND

2 - Patient is in sinus rhythm

AND
3 - Patient has an elevated heart rate
Product Name: Corlanor
Diagnosis Chronic Heart Failure, Heart Failure due to Dilated Cardiomyopathy
(DCM)
Approval Length 12 month(s)
Therapy Stage Reauthorization
Guideline Type Prior Authorization

Approval Criteria

1 - Documentation of positive clinical response to Corlanor therapy

2 . Revision History

Date Notes

3/10/2021 Bulk Copy guidelines starting with B and C from C&S Arizona to Ariz
ona Medicaid
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Cosentyx (secukinumab)

Medicaid - Arizona SP (AZM, AZMREF, AZMDDD)

£

< OPTUM"

Prior Authorization Guideline

GL-114520 Cosentyx (secukinumab)

Formulary Medicaid - Arizona SP (AZM, AZMREF, AZMDDD)

Formulary Note

Guideline Note:

Effective Date:

10/1/2022

1. Criteria

Product Name: Cosentyx

Diagnosis

Plaque Psoriasis

Approval Length

12 month(s)

Therapy Stage

Initial Authorization

Guideline Type

Prior Authorization

Approval Criteria

1 - One of the following:

1.1 All of the following:
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1.1.1 Diagnosis of moderate to severe plaque psoriasis

AND

1.1.2 Greater than or equal to 3 percent body surface area involvement, palmoplantar,
facial, or genital involvement, or severe scalp psoriasis

AND

1.1.3 Both of the following:

1.1.3.1 History of failure to TWO of the following topical therapies, unless contraindicated or
clinically significant adverse effects are experienced (document drug, date, and duration of
trial):*

Corticosteroids (e.g., betamethasone, clobetasol, desonide)
Vitamin D analogs (e.g., calcitriol, calcipotriene)
Tazarotene

Calcineurin inhibitors (e.g., tacrolimus, pimecrolimus)
Anthralin

Coal tar

AND

1.1.3.2 History of failure to a 3 month trial of methotrexate at the maximally indicated dose
within the last 6 months, unless contraindicated or clinically significant adverse effects are
experienced (document date, and duration of trial)

AND

1.1.4 Patient is not receiving Cosentyx in combination with ANY of the following:

o Biologic DMARD (disease modifying anti-rheumatic drug) [e.g., Humira (adalimumab),
Cimzia (certolizumab), Simponi (golimumab), Taltz (ixekizumab), Orencia (abatacept)]

e Janus kinase inhibitor [e.g., Xeljanz (tofacitinib)]

e Phosphodiesterase 4 (PDE4) inhibitor [e.g., Otezla (apremilast)]

AND
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1.1.5 History of failure, contraindication, or intolerance to ALL of the following:

e Humira (adalimumab)
o Enbrel (etanercept)
o Otezla (apremilast)

AND

1.1.6 Prescribed by or in consultation with a dermatologist

OR

1.2 All of the following:
1.2.1 Patient is currently on Cosentyx therapy as documented by claims history or medical
records (document date, and duration of therapy)

AND

1.2.2 Diagnosis of moderate to severe plaque psoriasis

AND

1.2.3 Patient is not receiving Cosentyx in combination with ANY of the following:

Biologic DMARD [e.g., Humira (adalimumab), Cimzia (certolizumab), Simponi
(golimumab), Taltz (ixekizumab), Orencia (abatacept)]

e Janus kinase inhibitor [e.g., Xeljanz (tofacitinib)]
Phosphodiesterase 4 (PDE4) inhibitor [e.g., Otezla (apremilast)]

AND

1.2.4 Prescribed by or in consultation with a dermatologist

AND
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2 - Patient is 6 years of age or older

Notes *Note: Claims history may be used in conjunction as documentation of
drug, date, and duration of trials

Product Name: Cosentyx

Diagnosis Plague Psoriasis
Approval Length 12 month(s)
Therapy Stage Reauthorization
Guideline Type Prior Authorization

Approval Criteria
1 - Documentation of positive clinical response to Cosentyx therapy
AND
2 - Patient is not receiving Cosentyx in combination with ANY of the following:
o Biologic DMARD (disease modifying anti-rheumatic drug) [e.g., Humira (adalimumab),
Cimzia (certolizumab), Simponi (golimumab), Taltz (ixekizumab), Orencia (abatacept)]

e Janus kinase inhibitor [e.g., Xeljanz (tofacitinib)]
e Phosphodiesterase 4 (PDE4) inhibitor [e.g., Otezla (apremilast)]

AND

3 - Prescribed by or in consultation with a dermatologist

Product Name: Cosentyx

Diagnosis Ankylosing Spondylitis
Approval Length 12 month(s)

Therapy Stage Initial Authorization
Guideline Type Prior Authorization

Approval Criteria
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1 - One of the following:
1.1 All of the following:

1.1.1 Diagnosis of active ankylosing spondylitis

AND

1.1.2 History of failure to two NSAIDs (non-steroidal anti-inflammatory drugs) (e.g.,
ibuprofen, naproxen) at maximally indicated doses, each used for at least 4 weeks within the
last 3 months, unless contraindicated or clinically significant adverse effects are experienced

(document drug, date, and duration of trials)*

AND

1.1.3 Patient is not receiving Cosentyx in combination with ANY of the following:

Biologic DMARD (disease modifying anti-rheumatic drug) [e.g., Humira (adalimumab),
Cimzia (certolizumab), Simponi (golimumab), Taltz (ixekizumab), Orencia (abatacept)]

e Janus kinase inhibitor [e.g., Xeljanz (tofacitinib)]
e Phosphodiesterase 4 (PDE4) inhibitor [e.g., Otezla (apremilast)]

AND

1.1.4 History of failure, contraindication, or intolerance to TWO of the following:

e Humira (adalimumab)
o Enbrel (etanercept)
e Xeljanz (tofacitinib)

AND

1.1.5 Prescribed by or in consultation with a rheumatologist

OR

1.2 All of the following:
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1.2.1 Patient is currently on Cosentyx therapy as documented by claims history or medical
records (document date, and duration of therapy)

AND

1.2.2 Diagnosis of active ankylosing spondylitis

AND

1.2.3 Patient is not receiving Cosentyx in combination with ANY of the following:
o Biologic DMARD [e.g., Humira (adalimumab), Cimzia (certolizumab), Simponi
(golimumab), Taltz (ixekizumab), Orencia (abatacept)]

e Janus kinase inhibitor [e.g., Xeljanz (tofacitinib)]
e Phosphodiesterase 4 (PDE4) inhibitor [e.g., Otezla (apremilast)]

AND

1.2.4 Prescribed by or in consultation with a rheumatologist

Notes *Note: Claims history may be used in conjunction as documentation of
drug, date, and duration of trials

Product Name: Cosentyx

Diagnosis Ankylosing Spondylitis
Approval Length 12 month(s)

Therapy Stage Reauthorization
Guideline Type Prior Authorization

Approval Criteria

1 - Documentation of positive clinical response to Cosentyx therapy

AND
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2 - Patient is not receiving Cosentyx in combination with ANY of the following:

o Biologic DMARD (disease modifying anti-rheumatic drug) [e.g., Humira (adalimumab),
Cimzia (certolizumab), Simponi (golimumab), Taltz (ixekizumab), Orencia (abatacept)]

e Janus kinase inhibitor [e.g., Xeljanz (tofacitinib)]

e Phosphodiesterase 4 (PDE4) inhibitor [e.g., Otezla (apremilast)]

AND

3 - Prescribed by or in consultation with a rheumatologist

Product Name: Cosentyx

Diagnosis Psoriatic Arthritis
Approval Length 12 month(s)
Therapy Stage Initial Authorization
Guideline Type Prior Authorization

Approval Criteria
1 - One of the following:
1.1 All of the following:

1.1.1 Diagnosis of active psoriatic arthritis

AND

1.1.2 History of failure to a 3 month trial of methotrexate at the maximally indicated dose
within the last 6 months, unless contraindicated or clinically significant adverse effects are
experienced (document date, and duration of trial)

AND
1.1.3 Patient is not receiving Cosentyx in combination with ANY of the following:

o Biologic DMARD (disease modifying anti-rheumatic drug) [e.g., Humira (adalimumab),
Cimzia (certolizumab), Simponi (golimumab), Taltz (ixekizumab), Orencia (abatacept)]
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e Janus kinase inhibitor [e.g., Xeljanz (tofacitinib)]
e Phosphodiesterase 4 (PDE4) inhibitor [e.g., Otezla (apremilast)]

AND

1.1.4 History of failure, contraindication, or intolerance to THREE of the following:

Humira (adalimumab)
Enbrel (etanercept)
Otezla (apremilast)
Xeljanz (tofacitinib)

AND

1.1.5 Prescribed by or in consultation with ONE of the following:

e Rheumatologist
o Dermatologist

OR

1.2 All of the following:

1.2.1 Patient is currently on Cosentyx therapy as documented by claims history or medical
records (document date, and duration of therapy)

AND

1.2.2 Diagnosis of active psoriatic arthritis

AND

1.2.3 Patient is not receiving Cosentyx in combination with ANY of the following:

o Biologic DMARD [e.g., Humira (adalimumab), Cimzia (certolizumab), Simponi
(golimumab), Taltz (ixekizumab), Orencia (abatacept)]

e Janus kinase inhibitor [e.g., Xeljanz (tofacitinib)]

e Phosphodiesterase 4 (PDE4) inhibitor [e.g., Otezla (apremilast)]
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AND
1.2.4 Prescribed by or in consultation with ONE of the following:
e Rheumatologist
o Dermatologist

AND

2 - Patient is 2 years of age or older

Product Name: Cosentyx

Diagnosis Psoriatic Arthritis
Approval Length 12 month(s)
Therapy Stage Reauthorization
Guideline Type Prior Authorization

Approval Criteria

1 - Documentation of positive clinical response to Cosentyx therapy

AND

2 - Patient is not receiving Cosentyx in combination with ANY of the following:

o Biologic DMARD (disease modifying anti-rheumatic drug) [e.g., Humira (adalimumab),
Cimzia (certolizumab), Simponi (golimumab), Taltz (ixekizumab), Orencia (abatacept)]

e Janus kinase inhibitor [e.g., Xeljanz (tofacitinib)]

e Phosphodiesterase 4 (PDE4) inhibitor [e.g., Otezla (apremilast)]

AND

3 - Prescribed by or in consultation with ONE of the following:

e Rheumatologist
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e Dermatologist

Product Name: Cosentyx

Diagnosis Non-radiographic axial spondyloarthritis
Approval Length 12 month(s)

Therapy Stage Initial Authorization

Guideline Type Prior Authorization

Approval Criteria
1 - One of the following:
1.1 All of the following:

1.1.1 Diagnosis of active non-radiographic axial spondyloarthritis

AND

1.1.2 History of failure to two NSAIDs (non-steroidal anti-inflammatory drugs) (e.g.,
ibuprofen, naproxen) at maximally indicated doses, each used for at least 4 weeks, unless
contraindicated or clinically significant adverse effects are experienced (document drug, date,
and duration of trials)*

AND

1.1.3 Patient is not receiving Cosentyx in combination with ANY of the following:
o Biologic DMARD (disease modifying anti-rheumatic drug) [e.g., Humira (adalimumab),

Cimzia (certolizumab), Simponi (golimumab), Taltz (ixekizumab), Orencia (abatacept)]
e Janus kinase inhibitor [e.g., Xeljanz (tofacitinib)]

AND

1.1.4 Prescribed by or in consultation with a rheumatologist
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OR

1.2 All of the following:
1.2.1 Patient is currently on Cosentyx therapy as documented by claims history or medical
records (document date, and duration of therapy)
AND
1.2.2 Diagnosis of active non-radiographic axial spondyloarthritis

AND

1.2.3 Patient is not receiving Cosentyx in combination with ANY of the following:

e Biologic DMARD [e.g., Humira (adalimumab), Cimzia (certolizumab), Simponi
(golimumab), Taltz (ixekizumab), Orencia (abatacept)]
e Janus kinase inhibitor [e.g., Xeljanz (tofacitinib)]

AND

1.2.4 Prescribed by or in consultation with a rheumatologist

Notes *Note: Claims history may be used in conjunction as documentation of
drug, date, and duration of trials

Product Name: Cosentyx

Diagnosis Non-radiographic axial spondyloarthritis
Approval Length 12 month(s)

Therapy Stage Reauthorization

Guideline Type Prior Authorization

Approval Criteria

1 - Documentation of positive clinical response to Cosentyx therapy
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AND
2 - Patient is not receiving Cosentyx in combination with ANY of the following:
o Biologic DMARD (disease modifying anti-rheumatic drug) [e.g., Humira (adalimumab),

Cimzia (certolizumab), Simponi (golimumab), Taltz (ixekizumab), Orencia (abatacept)]
e Janus kinase inhibitor [e.g., Xeljanz (tofacitinib)]

AND

3 - Prescribed by or in consultation with a rheumatologist

Product Name: Cosentyx

Diagnosis Enthesitis-Related Arthritis (ERA)
Approval Length 12 month(s)

Therapy Stage Initial Authorization

Guideline Type Prior Authorization

Approval Criteria

1 - Diagnosis of active enthesitis-related arthritis

AND

2 - Patient is 4 years of age or older

AND

3 - Prescribed by or in consultation with a rheumatologist

AND

4 - Paid claims or submission of medical records (e.g., chart notes) confirming trial and failure,

Page 372



contraindication, or intolerance to TWO preferred non-steroidal anti-inflammatory drugs
(NSAIDs) (e.qg., ibuprofen, naproxen)

Product Name: Cosentyx

Diagnosis Enthesitis-Related Arthritis (ERA)
Approval Length 12 month(s)

Therapy Stage Reauthorization

Guideline Type Prior Authorization

Approval Criteria

1 - Documentation of positive clinical response to Cosentyx therapy

AND

2 - Prescribed by or in consultation with a rheumatologist

AND

3 - Documentation of a positive clinical response to therapy as evidenced by at least one of

the following:

e Reduction in the total active (swollen and tender) joint count from baseline
e Improvement in symptoms (e.g., pain, stiffness, inflammation) from baseline

2 . Revision History

Date Notes

9/26/2022 Updated criteria: age requirements and indications
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Cough and Cold Products

Medicaid - Arizona (AZM, AZMREF, AZMDDD)

.'h.\
.y .
W OPTUM
Prior Authorization Guideline
GL-104889 Cough and Cold Products

Formulary Medicaid - Arizona (AZM, AZMREF, AZMDDD)

Formulary Note

Guideline Note:
Effective Date: 3/28/2022

1. Criteria

Product Name: Hydromet, generic Tussigon, Z-Tuss AC, Tuzistra XR, Tussicaps, generic
Tussionex, M-END PE, Poly-Tussin AC, Capcof, Pro-Red AC, Histex-AC, Maxi-Tuss, generic
promethazine w/codeine, generic promethazine-phenylephrine-codeine, Rydex, Mar-Cof
BP/Mar-Cof GG, Ninjacof-XG, Coditussin AC/Coditussin DAC, generic guaifenesin-codeine,
generic pseudoephedrine w/codeine-guaifenesin, Tuxarin ER

Diagnosis Under the Age of 18 Years for Cough and Cold Products
Approval Length 30 Day(s)
Guideline Type Prior Authorization

Approval Criteria

1 - Prescriber attests they are aware of Food and Drug Administration (FDA) labeled
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contraindications regarding use of opioid containing cough and cold products in patients less
than 18 years of age and feels the treatment with the requested product is medically
necessary (Document rationale for use)

AND

2 - Patient does not have a comorbid condition that may impact respiratory depression (e.g.,
asthma or other chronic lung disease, sleep apnea, body mass index greater than 30)

AND

3 - Patient has tried and failed at least one non-opioid containing cough and cold remedy

Product Name: Hydromet, generic Tussigon, Z-Tuss AC, Tuzistra XR, Tussicaps, generic
Tussionex, M-END PE, Poly-Tussin AC, Capcof, Pro-Red AC, Histex-AC, Maxi-Tuss, generic
promethazine w/codeine, generic promethazine-phenylephrine-codeine, Rydex, Mar-Cof
BP/Mar-Cof GG, Ninjacof-XG, Coditussin AC/Coditussin DAC, generic guaifenesin-codeine,
generic pseudoephedrine w/codeine-guaifenesin, Tuxarin ER

Diagnosis Quantity Limit
Approval Length 30 Day(s)
Guideline Type Quantity Limit*

Approval Criteria

1 - Prescriber attests that a larger quantity is me